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rule  by  testifying  at  the  public  hearings 
which  will  be  held  In  accordance  with 
the  schedule  set  forth  below  and  by  sub¬ 
mitting  such  written  comments  as  they 
may  desire.  Written  comments  which  are 
submitted  within  10  days  after  the  date 
of  the  final  hearing  (October  25,  1974), 
as  well  as  the  testimony  and  material 
presented  at  the  public  hearings,  win  be 
considered  In  the  preparation  of  a  notice 
of  proposed  Joint  rulemaking.  All  persons 
desiring  to  present  written  comments  In 
support  of  their  oral  testimony  should, 
however,  submit  such  comments,  as  well 
as  written  requests  for  time  to  testify, 
as  soon  as  possible.  Since  the  Secretary 
of  Health,  Education,  and  Welfare  and 
the  Director  of  the  Special  Action  Office 
for  Drug  Abuse  Prevention  and  their 
delegates  must,  both  as  a  matter  of  sound 
policy  and  In  fulfillment  of  their  statu¬ 
tory  obligations,  consult  with  a  number 


of  other  Federal  agencies  before  Issuing 
the  regulation  In  final  form.  It  will  be 
appreciated  If  ten  copies  of  each  set  of 
written  comments  are  furnished,  but  the 
furnishing  of  a  lesser  number  of  copies 
win  In  no  way  affect  the  consideration 
given. 

SUBMISSION  OF  COMMENTS  AND 
REQUESTS  TO  TESTIFY 

Requests  for  time  to  testify,  as  well  as 
written  comments,  should  be  submitted 
to  the  Office  of  the  General  Counsel, 
Special  Action  Office  for  Drug  Abuse 
Prevention,  Roam  3026,  726  Jackson 
Place,  NW,  Washington,  D.C.  20506, 
telephone  (202)  456-6660.  Written  com¬ 
ments  and  transcripts  of  testimony  will 
be  available  to  public  Inspection  at  that 
address  on  weekdays  during  regular  busi¬ 
ness  hours. 


Schedule  or  Hearings 


Date  and  Time 

Monday,  September  30,  1974,  Tuesday, 
October  1,  1974,  10  an  both  days. 

Thursday,  October  3, 1974, 10  am. 

Monday,  October  7, 1974, 10  am. 

Wednesday,  October  9, 1974, 10  am. 

Friday,  October  11, 1974, 10  am. 

Tuesday,  October  15, 1974, 10  am. 
Wednesday,  October  16, 1974, 10  am. 
Friday,  October  18, 1974, 10  am. 
Monday,  October  21, 1974, 10  am. 

Wednesday,  October  23, 1974, 10  am.' 

Friday,  October  25, 1974, 10  am. 


Place 

United  States  Tax  Court,  Court  Room 
No.  208  Federal  Building,  26  Federal 
Plaza,  New  York,  N.Y. 

Old  Suffolk  County  Court  House,  Room 
No.  227,  Boston,  Massachusetts. 

Federal  Court  House,  Room  No.  209,  310 
Newbem  Avenue,  Raleigh,  North 
Carolina. 

Federal  Court  House,  Room  No.  243,  5th 
Avenue  North  between  18th  and  19th 
Streets,  Birmingham,  Alabama. 

United  States  Court  of  Appeals,  Fifth 
Circuit,  Room  209  En  Bane  Court 
Room,  600  Camp  Street,  New  Orleans, 
Louisiana. 

United  States  Tax  Court,  Room  1112, 
Federal  Building,  1000  Liberty  Ave¬ 
nue,  Pittsburgh,  Pennsylvania. 

United  States  Tax  Court,  Room  1017, 
231  West  Lafayette  Street,  Detroit, 
Michigan. 

United  States  Tax  Court,  Room  1743, 
219  South  Dearborn  Street,  Chicago, 
Tllhvda, 

United  States  Tax  Court,  Room  587,  5th 
floor.  United  States  Federal  Building 
and  Court  House,  19th  and  Stout 
Streets,  Denver,  Colorado. 

United  States  Tax  Count,  Room  8541, 
Federal  Office  Building,  300  North  Los 
Angeles  Street,  Los  Angeles,  Cali¬ 
fornia. 

United  States  Tax  Court,  Room  2021, 
2nd  floor.  Federal  Building  and  Court 
House,  450  Golden  Gate  Avenue,  San 
Francisco,  California. 


Statutory  Authoritt 


DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 
[  42  CFR  Ch.  I  ] 

SPECIAL  ACTION  OFFICE  FOR  DRUG 
ABUSE  PREVENTION 

[  21  CFR  Part  1401  ] 

CONFIDENTIALITY  OF  ALCOHOL  AND 
DRUG  ABUSE  PATIENT  RECORDS 

Advance  Notice  of  Proposed  Joint 
Rulemaking 

The  Department  of  Health,  Education, 
and  Welfare  and  the  Special  Action  Of¬ 
fice  for  Drug  Abuse  Prevention  are  con¬ 
sidering  the  promulgation  of  a  Joint 
regulation  implementing  their  respective, 
but  substantially  identical,  statutory  au¬ 
thorities  relating  to  the  confidentiality 
of  alcohol  abuse  patient  records  (section 
333  of  the  Comprehensive  Alcohol  Abuse 
and  Alcoholism  Prevention,  Treatment, 
and  Rehabilitation  Act  of  1970  as 
amended  by  Pub.  L.  93-282,  42  U.S.C. 
4582)  and  to  the  confidentiality  of  drug 
abuse  patient  records  (section  408  of  the 
Drug  Abuse  Office  and  Treatment  Act  of 
1972  as  amended  by  Pub.  L.  93-282,  21 
U.S.C.  1175).  It  Is  contemplated  that  a 
notice  of  proposed  rulemaking  proposing 
a  regulation  similar  to  the  regulation  set 
forth  below  win  be  Jointly  published  as 
a  preliminary  to  the  adoption  of  a  re¬ 
vision  of  the  existing  Special  Action 
Office  for  Drug  Abuse  Prevention  regula¬ 
tion  on  the  confidentiality  of  drug  abuse 
patient  records  (21  CFR  Part  1401)  and 
a  new  Department  of  Health,  Education, 
and  Welfare  regulation  (42  CFR  Ch.  I 
Subch.  A) .  When  the  authority  to  issue 
regulations  applicable  to  the  confiden¬ 
tiality  of  drug  abuse  patient  records  Is 
transferred  from  the  Special  Action  Of¬ 
fice  for  Drug  Abuse  Prevention  to  the 
Department  of  Health,  Education,  and 
Welfare  on  June  30,  1975  (see  section 
303(b)  of  Pub.  L.  93-282,  88  Stat.  138). 
It  Is  anticipated  that  21  CFR  Part  1401 
will  be  revoked.  The  joint  regulation  to 
be  published  by  the  Department  of 
Health,  Education,  and  Welfare  at  42 
CFR  Ch.  I,  Subch.  A,  would  then  be 
continued  In  effect  pursuant  to  the  au¬ 
thority  of  the  Secretary  of  Health,  Edu¬ 
cation,  and  Welfare  to  issue  regulations 
applicable  to  both  alcohol  abuse  and 
drug  abuse  patient  records. 

This  advance  notice  of  proposed  rule- 
making  is  being  issued  in  order  to  obtain 
full  and  meaningful  participation  in  the 
rulemaking  process  by  Individuals,  pub¬ 
lic  and  private  agencies  and  organiza¬ 
tions,  and  Federal,  State,  and  local  gov¬ 
ernmental  agencies.  Public  participation 
at  this  early  stage  of  the  rulemaking 


DRUG  ABUSE 

Insofar  as  the  provisions  of  the  pro¬ 


ve  maintained  In  connection  with  perform¬ 
ance  of  any  drug  abuse  prevention  function 
conducted,  regulated,  or  directly  or  Indi¬ 
rectly  assisted  by  any  department  or  agency 
of  the  United  States  shall,  except  as  provided 
In  subsection  (e) ,  be  confidential  and  be  dis¬ 
closed  only  for  the  purposes  and  under  the 
circumstances  expressly  authorized  under 
subsection  (b)  of  this  section. 

(b)  (1)  The  content  of  any  record  referred 
to  in  subsection  (a)  may  be  disclosed  In 
accordance  with  the  prior  written  consent  of 
ths  patient  with  respect  to  whom  such 
record  la  maintained,  but  only  to  such  ex¬ 
tent,  under  such  circumstances,  and  for  such 
purposes  as  may  be  allowed  under  regula¬ 
tions  prescribed  pursuant  to  subsection  (g) . 

(3)  Whether  or  not  the  patient,  with  re¬ 
spect  to  whom  any  given  record  referred  to 


process,  particularly  by  those  who  will  be 
affected  by  the  proposed  joint  regulation, 
will  enable  the  Department  of  Health, 
Education,  and  Welfare  and  the  Special 
Action  Office  for  Drug  Abuse  Prevention 
to  (1)  select  among  alternate  provisions, 
(2)  determine  the  sufficiency  of  the  over¬ 
all  approach  and  philosophy  of  the  pro¬ 
posed  regulation,  and  (3)  Identify  specific 
problem  areas. 

Interested  persons  are  invited  to  par¬ 
ticipate  in  the  making  of  the  proposed 


posed  regulation  pertain  to  any  program 
or  activity  relating  to  drug  abuse  educa¬ 
tion,  training,  treatment,  rehabilitation, 
or  research,  such  provisions  are  author¬ 
ized  under  section  408  of  Pub.  L.  92- 
255,  the  Drug  Abuse  Office  and  Treat¬ 
ment  Act  of  1972  (86  Stat.  79,  21  UB.C. 
1175)  as  amended  by  section  303  of  Pub. 
L.  93-282  (88  Stat  137).  That  section 
reads  as  follows: 

§  408  Confidentiality  of  patient  records. 

(a)  Records  at  ths  Identity,  diagnosis, 
prognosis,  or  treatment  of  any  patient  which 
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in  subsection  (a)  of  this  section  is  main¬ 
tained,  gives  his  written  consent,  the  con¬ 
tent  of  such  record  may  be  disclosed  as 
follows : 

(A)  To  medical  personnel  to  the  extent 
necessary  to  meet  a  bona  fide  medical  emer¬ 
gency. 

(B)  To  qualified  personnel  for  the  purpose 
of  conducting  scientific  research,  manage¬ 
ment  audits,  financial  audits,  or  program 
evaluation,  but  such  personnel  may  not 
identify,  directly  or  indirectly,  any  individ¬ 
ual  patient  in  any  report  of  such  research, 
audit  or  evaluation,  or  otherwise  disclose 
patient  Identities  in  any  manner. 

(C)  If  authorized  by  an  appropriate  order 
of  a  court  of  competent  Jurisdiction  granted 
after  application  showing  good  cause  there¬ 
for.  In  assessing  good  cause  the  court  shall 
weigh  the  public  interest  and  the  need  for 
disclosure  against  the  Injury  to  the  patient, 
to  the  physician-patient  relationship,  and  to 
the  treatment  services.  Upon  the  granting 
of  such  order,  the  court,  in  determining  the 
extent  to  which  any  disclosure  of  all  or  any 
part  of  any  record  is  necessary,  shall  impose 
appropriate  safeguards  against  unauthorized 
disclosure. 

(c)  Except  as  authorized  by  a  court  order 
granted  under  subsection  (b)  (2)  (C)  of  this 
section,  no  record  referred  to  in  subsection 
(a)  may  be  used  to  initiate  or  substantiate 
any  criminal  charges  against  a  patient  or 
to  conduct  any  Investigation  of  a  patient. 

(d)  The  prohibitions  of  this  section  con¬ 
tinue  to  apply  to  records  concerning  any 
Individual  who  has  been  a  patient,  irrespec¬ 
tive  of  whether  or  when  he  ceases  to  be  a  pa¬ 
tient. 

(e)  The  prohibitions  of  this  section  do  not 
apply  to  any  interchange  of  records — 

(1)  within  the  Armed  Forces  or  within 
those  components  of  the  Veterans’  Adlmnls- 
tratlon  furnishing  healh  care  to  veterans, 
or 

(2)  between  such  components  and  the 
Armed  Forces. 

(f )  Any  person  who  violates  any  provision 
of  this  section  or  any  regulation  Issued  pur¬ 
suant  to  this  section  Bhall  be  fined  not  more 
than  $600  in  the  case  of  a  first  offense,  and 
not  more  than  $6,000  in  the  case  of  each 
subsequent  offense. 

(g)  The  Director  of  the  Special  Action 
Office  for  Drug  Abuse  Prevention,  after  con¬ 
sultation  with  the  Administrator  of  Vet¬ 
erans’  Affairs  and  the  heads  of  other  Federal 
departments  and  agencies  substantially  af¬ 
fected  thereby,  shall  prescribe  regulations 
to  carry  out  the  purposes  of  this  section. 
These  regulations  may  contain  such  defini¬ 
tions,  and  may  provide  for  such  safeguards 
and  procedures,  including  procedures  and 
criteria  for  the  Issuance  and  scope  of  orders 
under  subsection  (b)  (2)  (C) ,  as  in  the  Judg¬ 
ment  of  the  Director  are  necessary  or  proper 
to  effectuate  the  purposes  of  this  section  to 
prevent  circumvention  or  evasion  thereof,  or 
to  facilitate  compliance  therewith. 

Rulemaking  authority  with  respect  to 
drug  abuse  patient  records  has  been  del¬ 
egated  to  the  General  Counsel  of  the 
Special  Action  Office  for  Drug  Abuse 
Prevention  by  order  dated  May  17,  1974 
(29  FR  17901,  May  21, 1974) . 

Effective  June  30,  1975,  pursuant  to 
section  303  of  Pub.  L.  93-282  (88  Stat. 
138),  rulemaking  authority  under  the 
foregoing  section  will  be  transferred  to 
the  Secretary  of  Health,  Education,  and 
Welfare,  and  the  Administrator  of  Vet¬ 
erans’  Affairs  will  assume  the  same  role 
with  reference  to  the  above  section  as  he 
is  given  with  reference  to  the  provisions 
on  alcohol  abuse  patient  records  set  forth 
below. 


ALCOHOL  ABUSE 

Insofar  as  the  provisions  of  the  pro¬ 
posed  regulation  pertain  to  any  program 
or  activity  relating  to  alcoholism  or  alco¬ 
hol  abuse  education,  training,  treatment, 
rehabilitation,  or  research,  such  provi¬ 
sions  are  authorized  under  section  333  of 
Pub.  L.  91-616,  the  Comprehensive  Alco¬ 
hol  Abuse  and  Alcoholism  Prevention, 
Treatment,  and  Rehabilitation  Act  of 
1970  (84  Stat.  1853,  42  U.S.C.  4582),  as 
amended  by  section  122(a)  of  Pub.  L.  93- 
282,  the  Comprehensive  Alcohol  Abuse 
and  Alcoholism  Prevention,  Treatment, 
and  Rehabilitation  Act  Amendments  of 
1974  (88  Stat.  131).  That  section  reads 
as  follows: 

CONFIDENTIALITY  OF  RECORDS 

Sec.  333.  (a)  Records  of  the  Identity,  diag¬ 
nosis,  prognosis,  or  treatment  of  any  patient 
which  are  maintained  in  connection  with 
the  performance  of  any  program  or  activity 
relating  to  alcoholism  or  alcohol  abuse  edu¬ 
cation,  training,  treatment,  rehabilitation,  or 
research,  which  is  conducted,  regulated,  or 
directly  or  indirectly  assisted  by  any  depart¬ 
ment  or  agency  of  the  United  States  shall, 
except  as  provided  in  subsection  (e) ,  be  con¬ 
fidential  and  be  disclosed  only  for  the  pur¬ 
poses  and  under  the  circumstances  expressly 
authorized  under  subsection  (b)  of  this 
section. 

(b)  (1)  The  content  of  any  record  referred 
to  in  subsection  (a)  may  be  disclosed  in  ac¬ 
cordance  with  the  prior  written  consent  of 
the  patient  with  respect  to  whom  such  rec¬ 
ord  is  maintained,  but  only  to  such  extent, 
under  such  circumstances,  and  for  such  pur¬ 
poses  as  may  be  allowed  under  segulations 
prescribed  pursuant  to  subsection  (g) . 

(2)  Whether  or  not  the  patient,  with  re¬ 
spect  to  whom  any  given  record  referred  to 
in  subsection  (a)  of  this  section  is  main¬ 
tained,  gives  his  written  consent,  the  con¬ 
tent  of  such  record  may  be  disclosed  as  fol¬ 
lows: 

(A)  To  medical  personnel  to  the  extent 
necessary  to  meet  a  bona  fide  medical 
emergency. 

(B)  To  qualified  personnel  for  the  purpose 
of  conducting  scientific  research,  manage¬ 
ment  audits,  financial  audits,  or  program 
evaluation,  but  such  personnel  may  not 
identify,  directly  or  indirectly,  any  individual 
patient  in  any  report  of  such  research,  audit, 
or  evaluation,  or  otherwise  disclose  patient 
identities  in  any  manner. 

(C)  If  authorized  by  an  appropriate  order 
of  a  court  of  competent  Jurisdiction  granted 
after  application  showing  good  cause  there¬ 
for.  In  assessing  good  cause  the  court  shall 
weigh  the  public  interest  and  the  need  for 
disclosure  against  the  injury  to  the  patient, 
to  the  physician-patient  relationship,  and  to 
the  treatment  services.  Upon  the  granting  of 
such  order,  the  court,  in  determining  the  ex¬ 
tent  to  which  any  disclosure  of  all  or  any 
part  of  any  record  is  necessary,  shall  impose 
appropriate  safeguards  against  unauthorized 
disclosure. 

(c)  Except  as  authorized  by  a  court  order 
granted  under  subsection  (b)  (2)  (C)  of  this 
section,  no  record  referred  to  in  subsection 
(a)  may  be  used  to  initiate  or  substantiate 
any  criminal  charges  against  a  patient  or  to 
conduct  any  Investigation  of  a  patient. 

(d)  The  prohibitions  of  this  section  con¬ 
tinue  to  apply  to  records  concerning  any  in¬ 
dividual  who  has  been  a  patient,  irrespective 
of  whether  or  when  he  ceases  to  be  a  patient. 

(e)  The  prohibitions  of  this  section  do  not 
apply  to  any  Interchange  of  records — 

(1)  within  the  Armed  Forces  or  within 
those  components  of  the  Veterans’  Adminis¬ 
tration  furnishing  health  care  to  veterans,  or 


(2)  between  such  components  and  the 
Armed  Forces. 

(f)  Any  person  who  violates  any  provision 
of  this  section  or  any  regulation  Issued  pur¬ 
suant  to  this  section  shall  be  fined  not  more 
than  $600  in  the  case  of  a  first  offense,  and 
not  more  than  $5,000  in  the  case  of  each  sub¬ 
sequent  offense. 

(g)  Except  as  provided  in  subsection  (h)  of 
this  section,  the  Secretary  shall  prescribe  reg¬ 
ulations  to  carry  out  the  purposes  of  this 
section.  These  regulations  may  contain  such 
definitions,  and  may  provide  for  such  safe¬ 
guards  and  procedures,  including  procedures 
and  criteria  for  the  issuance  and  scope  of 
orders  under  subsection  (b)(2)(C),  as  in 
the  Judgment  of  the  Secretary  are  necessary 
or  proper  to  effectuate  the  purposes  of  this 
section,  to  prevent  circumvention  or  evasion 
thereof,  or  to  facilitate  compliance  there¬ 
with. 

(h)  The  Administrator  of  Veterans’  Affairs, 
through  the  Chief  Medical  Director,  shall,  to 
the  maximum  feasible  extent  consistent  with 
their  responsibilities  under  title  38,  United 
States  Code,  prescribe  regulations  making  ap¬ 
plicable  the  regulations  prescribed  by  the 
Secretary  under  the  subsection  (g)  of  this 
section  to  records  maintained  in  connec¬ 
tion  with  the  provision  of  hospital  care, 
nursing  home  care,  domiciliary  care,  and 
medical  services  under  such  title  38  to  vet¬ 
erans  suffering  from  alcohol  abuse  or  alco¬ 
holism.  In  prescribing  and  implementing 
regulations  pursuant  to  this  subsection,  the 
Administrator  shall,  from  time  to  time,  con¬ 
sult  with  the  Secretary  in  order  to  achieve 
the  maximum  possible  coordination  of  the 
regulations,  and  the  implementation  thereof, 
which  they  each  prescribe. 

Historical  Background 

The  confidentiality  provisions  of  Pub. 

L.  93-282,  the  Comprehensive  Alcohol 
Abuse  and  Alcoholism  Prevention,  Treat¬ 
ment,  and  Rehabilitation  Act  Amend¬ 
ments  of  1974,  constitute  a  major  step  in 
an  extraordinarily  rapid  legal  evolution 
which  began  at  the  Federal  level  with 
the  enactment  of  the  Comprehensive 
Drug  Abuse  Prevention  and  Control  Act 
of  1970  (Pub.  L.  91-513),  and  was  con¬ 
tinued  in  the  Comprehensive  Alcohol 
Abuse  and  Alcoholism  Prevention,  Treat¬ 
ment,  and  Rehabilitation  Act  of  1970 
(Pub.  L.  91-616)  and  the  Drug  Abuse 
Office  and  Treatment  Act  of  1972  (Pub. 
L.  92-255).  The  first  Federal  regulation 
pertaining  to  confidentiality  of  drug 
abuse  treatment  records  was  promul¬ 
gated  by  the  Special  Action  Office  for 
Drug  Abuse  Prevention  in  November  of 
1972,  and,  with  relatively  minor  revi¬ 
sions  made  in  December  of  1973,  is  still 
in  effect.  That  regulation  was  interpre¬ 
tative  only,  and  was  issued  under  the 
general  authority  of  the  Director  under 
section  221  of  the  Drug  Abuse  Office  and 
Treatment  Act  of  1972  (21  U.S.C.  1131), 
because  in  section  408  of  that  Act  as 
originally  enacted,  there  was  no  grant 
of  rulemaking  authority. 

Congress  enacted  enabling  legislation 
for  protecting  the  confidentiality  of  re¬ 
search  and  treatment  records  related  to 
alcohol  abuse  in  1970.  This  authority  has 
been  implemented  through  the  granting 
of  two  certificates  of  confidentiality  in 
connection  with  research  contracts  (37 
FR  28310).  The  authority  for  granting 
these  certificates,  which  was  contained 
in  section  333  of  Pub.  L.  91-616,  was  in 
effect  transferred  to  section  303(a)  of 
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the  Public  Health  Service  Act  by  section 
122(b)  of  Pub.  U  93-282.  Section  333  of 
Pub.  L.  91-616  was  revised  by  section 
122(a)  of  Pub.  L.  93-282,  and  section 
408  of  Pub.  I*.  92-255  was  revised  by 
section  303  of  Pub.  L.  93-282,  so  as  to 
result  in  parallel  provisions  for  alcohol 
and  drug  abuse  treatment  and  research 
records. 

The  intention  of  the  Congress  that 
these  substantially  similar  confidential¬ 
ity  provisions  should  be  implemented  by 
a  common  set  of  regulations,  building 
on  the  experience  with  section  408,  is 
clear  from  the  following  passage  from 
the  legislative  history  of  Pub.  L.  93-282: 

In  the  development  of  regulations  under 
section  333  of  Pub.  L.  91-616  and  section  408 
of  Pub.  L.  93-256,  It  Is  expected  that  there 
will  be  close  cooperation  and  coordination 
among  the  Special  Action  Office  for  Drug 
Abuse  Prevention,  tbe  Department  of  Health. 
Education,  and  Welfare,  and  the  Veterans 
Administration.  There  appears  to  be  no  legal 
reason  why  a  single  set  of  regulations  cannot 
be  promulgated  under  the  two  sections,  with 
special  provisions  In  the  case  of  particular 
substances  If  and  to  the  extent  that  such 
differentiation  Is  found  to  be  necessary  or 
appropriate.  In  many  cases  a  single  Institu¬ 
tion,  sucb  as  a  hospital  or  community  mental 
health  center,  may  be  conducting  both  drug 
programs  and  alcohol  programs  with  com¬ 
mon  recordkeeping  facilities,  and  It  Is  clearly 
in  the  public  Interest  that  arbitrary  and  un¬ 
necessary  distinctions  be  avoided.  In  Its  re¬ 
port  on  H.R.  11387,  which  became  the  House 
amendment  to  S.  1125,  the  Committee  on 
Interstate  and  Foreign  Commerce  stated. 
"In  implementing  the  authority  to  promul¬ 
gate  regulations  under  section  333,  the  Com¬ 
mittee  expects  the  precedents  established 
under  section  408  of  the  Drug  Abuse  Act  to 
be  followed  In  tbe  absence  of  any  compelling 
reason  not  to  do  so.”  (House  Report  No. 
93-759  at  page  11.)  By  carefully  maintaining 
the  parallelism  between  section  333  and  sec¬ 
tion  408  throughout  the  subsequent  progress 
of  this  legislation,  the  Congress  has  reiterated 
and  confirmed  that  Intention.  120  Congres¬ 
sional  Record  H3563  (dally  ed.  May  6,  1974). 

Accordingly,  pursuant  to  the  authority 
of  section  408  of  the  Drug  Abuse  Office 
and  Treatment  Act  of  1972,  as  amended 
by  Pub.  L.  93-282  (21  U.S.C.  1175), 
and  section  333  of  the  Comprehensive 
Alcohol  Abuse  and  Alcoholism  Preven¬ 
tion,  Treatment,  and  Rehabilitation  Act 
of  1970,  as  amended  by  Pub.  L.  93-282 
(42  U.S.C.  4582) ,  the  Special  Action  Of¬ 
fice  for  Drug  Abuse  Prevention,  and  the 
Department  of  Health,  Education,  and 
Welfare,  by  this  advance  notice  of  pro¬ 
posed  joint  rulemaking,  invite  public 
comment  on  the  proposed  joint  regula¬ 
tion  set  forth  below.  The  “Comment” 
portions  of  the  proposed  regulation  are 
included  for  explanatory  purposes  and 
would  not  be  included  in  the  final  regu¬ 
lation.  (The  section  numbers,  which  are 
those  to  be  used  in  the  publication  of 
the  joint  regulation  at  21  CFR  Part  1401, 
are  included  for  reference  purposes.) 

Dated:  August  19, 1974. 

Charles  C.  Edwards, 
Assistant  Secretary  for  Health, 
Department  of  Health,  Edu¬ 
cation  and  Welfare. 
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Approved:  August  20, 1974. 

Frank  Carlucci, 

Acting  Secretary  of 
Health,  Education  and  Welfare. 

Dated:  August  20, 1974. 

Grastt  Crews,  n. 

General  Counsel,  Special  Action 
Office  for  Drug  Abuse  Prevention. 
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Bee. 

1401.01  Definitions. 

1401.02  Applicability. 
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1401.06  Security  precautions. 
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1401.08  Undercover  agents. 

1401.09  Identification  cards.  [Reserved] 

1401.10  Employment  Information;  evasions 

prohibited. 

1401.11  Implicit  disclosures  prohibited. 

Subpart  B — Relationship  to  Other  Law 

1401.15  Relationship  to  State  laws. 

1401.16  Function  of  court  orders  under  sub¬ 

section  (b)  (2)  (C) . 

1401.17  Comparison  with  section  303(a)  at 

Public  Health  Service  Act  and  sec¬ 
tion  602(c)  of  Controlled  Sub¬ 
stances  Act. 

Subpart  C — Disclosures  Authorized  With 
Patient's  Consent 

140121  Form  of  consent. 

140122  Disclosure  for  purposes  of  medical 
diagnosis  or  treatment. 

140123  Disclosure  for  the  patient’s  benefit. 
140124  Disclosure  In  connection  with 
parole,  probation,  or  suspension  of 
prosecution. 

140125  Disclosure  to  legal  counsel. 

140126  Disclosures  to  employers. 

140127  Disclosure  to  patient’s  family  and 
others. 

Subpart  D — Disclosures  Without  Patient  Consent 

1401.41  Definition  of  "qualified  personnel.” 

1401.42  Research,  audita,  and  program 

evaluation  In  general. 

1401.43  Prohibition  on  disclosure  of  patient 

Identities  from  research,  audit,  or 
evaluation  records. 

1401.44  Disclosures  to  holders  of  certain 

grants  of  research  privilege. 

1401.45  Management  audits,  financial  au¬ 

dits,  and  program  evaluation. 

1401.46  Responsibility  In  respect  of  volun¬ 

tary  disclosures. 

1401.47  Supervision  and  regulation  of  nar¬ 

cotic  maintenance  and  detoxifi¬ 
cation. 

1401.48  Medical  emergencies. 

Subpart  E — Court  Orders 

1401.61  General  provisions. 

1401.62  Legal  counsel. 

1401.63  Investigation  or  prosecution  of 

patients. 

1401.64  Investigation  or  prosecution  of 

programs. 

1401.65  Undercover  agents. 

Authority  :  Sec.  408,  Pub.  L.  92-255,  Drug 
Abuse  Office  and  Treatment  Act  of  1972  as 
amended  by  sec.  303,  Pub  L.  93-282  (88  St&t. 
137;  21  UB.C.  1175);  sec.  333,  Pub.  L.  91-616, 
Comprehensive  Alcohol  Abuse  and  Alcohol¬ 
ism  Prevention,  Treatment,  and  Rehabilita¬ 
tion  Act  of  1970,  as  amended  by  sec.  122(a), 
Pub.  L.  93-282  (42  US.C.  4582;  88  Stat.  132). 


\ 

Subpart  A — General  Provision? 

S  1401.01  Definitions. 

(a)  Applicability.  The  definitions  and 
rules  of  construction  set  forth  In  this  sec¬ 
tion  are  applicable  for  the  purposes  of 
this  part. 

(b)  Alcohol  abuse.  The  term  “alcohol 
abuse”  Includes  alcoholism. 

(c)  Drug  abuse.  The  term  “drug 
abuse”  Includes  drug  addiction. 

(d)  Patient.  The  term  “patient”  means 
any  person  who  is  or  has  been  examined, 
diagnosed,  treated,  or  given  rehabilita¬ 
tion  for  drug  abuse  or  alcohol  abuse  and 
includes  any  person  who,  after  arrest  on 
a  criminal  charge,  is  Interviewed  and/or 
tested  in  connection  with  drug  or  alco¬ 
hol  abuse  preliminary  to  a  determination 
as  to  eligibility  to  participate  in  a  treat¬ 
ment  or  rehabilitation  program. 

(e)  Program.  The  term  “program”, 
when  explicitly  or  implicitly  referring  to 
a  treatment  program,  means  either  an 
individual  or  an  organization  furnishing 
treatment  for  alcohol  or  drug  abuse. 

(f)  Records.  The  term  “records”  in¬ 
cludes  any  Information,  whether  re¬ 
corded  or  not,  relating  to  the  Identity, 
diagnosis,  prognosis  or  treatment  of  a 
patient,  received  or  acquired  by  person¬ 
nel  of  a  treatment  program. 

Comment 

The  definitions  are  largely  self-ex¬ 
planatory.  This  section  Is  greatly  simpli¬ 
fied  as  compared  with  the  corresponding 
section  (§  1401.01)  of  the  existing  regu¬ 
lation,  because  of  changes  In  the  au¬ 
thorizing  legislation.  For  example, 
“medical  personnel”  and  “government 
personnel”  need  no  longer  be  defined 
because  the  amended  21  U.S.C.  1175  does 
not  restrict  consensual  disclosures  to 
those  categories  of  persons. 

The  most  important  change  in  the 
definition  results  from  the  fact  that  the 
law  (as  amended  by  Pub.  L.  93-282)  now 
covers  directly  and  explicitly  records 
which  the  prior  law  reached  only  by  im¬ 
plication.  The  phrase  “drug  abuse  pre¬ 
vention  function  authorized  or  assisted 
under  any  provision  of  this  Act  or  any  act 
amended  by  this  Act”  no  longer  appears 
In  21  U.S.C.  1175,  having  been  replaced 
by  the  term  "drug  abuse  prevention  func¬ 
tion  conducted,  regulated,  or  directly  or 
Indirectly  assisted  by  any  department  or 
agency  of  the  United  States”.  The  cover¬ 
age  of  42  U.S.C.  4582  (pertaining  to  al¬ 
cohol  abuse  treatment  records)  Is  simi¬ 
larly  broad  as  amended  by  the  new  law. 

§  1401.02  Applicability. 

(a)  In  general.  Except  as  provided  In 
paragraph  (b)  of  this  section,  this  part 
applies  to  records  of  the  identity,  diag¬ 
nosis,  prognosis,  or  treatment  of  any  pa¬ 
tient  which  are  maintained  in  connection 
with  the  performance  of  any  program  or 
activity  relating  to  drug  abuse  or  alcohol 
abuse  education,  training,  treatment,  re¬ 
habilitation,  or  research — 

(1)  which  is  conducted  In  whole  or  In 
part,  whether  directly  or  by  grant,  con- 
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tract,  or  otherwise,  by  any  department 
or  agency  of  the  United  States,  or 

(2)  for  the  lawful  conduct  of  which 
in  whole  or  part  any  license,  registration, 
application,  or  other  authorization  is  re¬ 
quired  to  be  granted  or  approved  by  any 
department  or  agency  of  the  United 
States,  or 

(3)  which  is  assisted  by  funds  sup¬ 
plied  by  any  department  or  agency  of 
the  United  States,  whether  directly 
through  a  grant,  contract,  or  otherwise, 
or  indirectly  by  funds  supplied  to  a  State 
or  local  governmental  unit  through  the 
medium  of  contracts,  grants  of  any  de¬ 
scription,  general  or  special  revenue 
sharing,  or  otherwise. 

(b)  Armed  Forces  and  Veterans  Ad¬ 
ministration.  (1)  The  provisions  of  this 
part  do  not  apply  to  any  Interchange, 
entirely  within  the  Armed  Forces,  within 
those  components  of  the  Veterans  Ad¬ 
ministration  furnishing  health  care  to 
veterans,  or  between  such  components 
and  the  Armed  Forces,  of  records  per¬ 
taining  to  a  person  relating  to  a  period 
when  such  person  is  or  was  subject  to 
the  Uniform  Code  of  Military  Justice. 

(2)  Except  as  provided  in  paragraph 
(b)  (1)  of  this  section,  this  part  applies 
to  any  communication  between  any  per¬ 
son  outside  the  Armed  Forces  and  any 
person  within  the  Armed  Forces. 

(3)  Except  as  provided  in  paragraph 
(b)  (1)  of  this  section,  this  part  applies. 
Insofar  as  it  pertains  to  any  program  or 
activity  related  to  drug  abuse,  to  any 
communication  between  any  person  out¬ 
side  those  components  of  the  Veterans’ 
Administration  furnishing  health  care  to 
veterans  and  any  person  within  such 
components,  until  such  date  as  the  Sec¬ 
retary  of  Health,  Education  and  Welfare 
exercises  his  authority  (conferred  by  an 
amendment  effective  June  30,  1975)  to 
prescribe  regulations  under  section  408 
of  Pub.  L.  92-255  (21  U.S.C.  1175).  After 
such  date,  this  part  applies  thereto  to 
such  extent  as  the  Administrator  of  Vet¬ 
erans’  Affairs,  through  the  Chief  Medical 
Director,  by  regulation  makes  the  pro¬ 
visions  of  this  part  applicable  thereto. 

(4)  Except  as  provided  in  paragraph 
(b)  (1)  of  this  section,  this  part  applies, 
insofar  as  it  pertains  to  any  program  or 
activity  related  to  alcohol  abuse,  to  any 
communication  between  any  person  out¬ 
side  those  components  of  the  Veterans’ 
Administration  furnishing  health  care  to 
veterans  and  any  person  within  such 
components,  to  such  extent  as  the  Ad¬ 
ministrator  of  Veterans’  Affairs,  through 
the  Chief  Medical  Director,  by  regulation 
makes  the  provisions  of  this  part  appli¬ 
cable  thereto. 

(c)  Period  covered  as  affecting  appli¬ 
cability.  The  provisions  of  this  part  apply 
to  records  of  identity,  diagnosis,  prog¬ 
nosis,  or  treatment  pertaining  to  any 
given  individual  maintained  over  any  pe¬ 
riod  of  time  which,  Irrespective  of  when 
it  begins,  does  not  end  before  March  21, 
1972,  in  the  case  of  diagnosis  or  treatment 
for  drug  abuse  or  before  May  14, 1974,  in 
the  case  of  diagnosis  or  treatment  for  al¬ 
cohol  abuse. 


Comment 

Paragraph  (a)  of  this  section  essen¬ 
tially  restates  the  interpretation  set 
forth  in  subsection  (a)  of  the  correspond¬ 
ing  section  of  the  existing  regulations 
(§  1401.02).  It  should  be  particularly 
noted,  however,  that  the  proposed  new 
§  1401.02(a)  (3)  makes  explicit  mention 
of  revenue  sharing.  Since  most  govern¬ 
mental  units  throughout  the  country  now 
receive  some  funds  from  the  Federal 
Government,  the  result  of  the  provision 
in  the  statute  covering  activities  “directly 
or  indirectly  assisted  by  any  department 
or  agency  of  the  United  States”  results 
in  the  coverage  of  virtually  all  programs 
which  receive  governmental  assistance, 
even  though  the  program  itself  may 
have  direct  dealings  only  with  a  unit  of 
state  or  local  government. 

Paragraph  (b)  of  this  section  essen¬ 
tially  repeats  the  interpretation  given  in 
§  1401.02(b)  of  the  existing  regulation 
except  that  it  takes  account  of  the  spe¬ 
cial  provisions  Inserted  in  the  new  law 
with  reference  to  the  Veterans  Adminis¬ 
tration,  and  makes  clear  that  the  exemp¬ 
tion  for  communications  within  the  mili- 
tary-VA  system  does  not  generally  apply 
to  records  pertaining  to  civilians. 

Paragraph  (c),  which  deals  with  the 
question  of  how  the  period  covered  by 
any  given  set  of  records  affects  the  ap¬ 
plicability  of  these  regulations  to  them, 
restates  the  principle  set  forth  in 
§  1401.02(a)  of  the  existing  regulation, 
and  applies  it  to  records  in  the  field  of 
alcohol  abuse  as  well  as  drug  abuse. 

§  1401.03  General  rule  regarding  con¬ 
fidentiality. 

Records  to  which  this  part  applies  shall 
be  confidential  and  may  be  disclosed  only 
as  authorized  by  this  part,  and  may  not 
otherwise  be  divulged  in  any  civil,  crimi¬ 
nal,  administrative,  or  legislative  pro¬ 
ceeding  conducted  by  any  Federal,  State, 
or  local  authority,  whether  such  proceed¬ 
ing  is  commenced  before  or  after  the  ef¬ 
fective  date  of  this  part. 

Comment 

This  section  enunciates  the  general 
principle  of  the  statutory  provisions,  and 
is  unchanged  from  the  corresponding  sec¬ 
tion  (§  1401.03)  of  the  existing  regula¬ 
tion. 

§  1401.04  Penalty  for  violations. 

(a)  Penalty  provided  by  law.  Under 
subsection  (f)  of  the  sections  authorizing 
this  part  (21  U.S.C.  1175  and  42  U.S.C. 
4582),  any  person  who  violates  any  pro¬ 
vision  of  those  sections  or  any  provision 
of  this  part  shall  be  fined  not  more  than 
$500  in  the  case  of  a  first  offense,  and  not 
more  than  $5000  in  the  case  of  each  sub¬ 
sequent  offense. 

(b)  Application  to  subsequent  offenses. 
Where  a  defendant  has  committed  one 
offense  under  either  section  authorizing 
this  part  or  any  provision  of  this  part 
authorized  by  that  section,  any  offense 
thereafter  committed  under  the  same 
section  or  any  provision  of  this  part  au¬ 


thorized  under  that  section  shall  be 
treated  as  a  subsequent  offense. 

Comment 

In  amending  21  U.S.C.  1175,  the  Con¬ 
gress  not  only  conferred  substantive 
rulemaking  authority  but  made  a  viola¬ 
tion  of  the  regulations  punishable  in  the 
same  manner  as  the  underlying  statute, 
viz.,  a  penalty  of  $500  for  a  first  offense 
and  $5000  for  any  subsequent  offense. 

Paragraph  (b)  of  this  section  clari¬ 
fies  the  intention  that  the  “subsequent 
offense”  need  not  be  identical  to  the 
first  offense,  as  long  as  it  is  committed 
with  respect  to  the  same  section  of  law. 
For  example,  a  person  whose  first  of¬ 
fense  had  consisted  of  improperly  re¬ 
leasing  the  name  of  a  patient  in  an  alco¬ 
holism  treatment  program  would  be 
punishable  for  a  “subsequent  offense”  if 
he  later  gives  out  information  from  the 
diagnostic  work-up  of  an  alcoholism 
patient. 

§  1401.05  Incompetent  or  deceased  pa¬ 
tients. 

In  any  case  in  which  disclosure  is  au¬ 
thorized  with  the  consent  of  the  patient, 
such  consent  may  be  given  by  a  guard¬ 
ian,  conservator,  or  other  court- 
appointed  designee  in  the  case  of  an  in¬ 
competent  patient,  and  by  an  executor, 
administrator,  or  other  personal  repre¬ 
sentative  in  the  case  of  a  deceased 
patient.  The  record  of  a  deceased  patient 
shall  remain  confidential  except  that 
such  record,  or  part  thereof,  may  be  dis¬ 
closed  for  any  purpose  deemed  neces¬ 
sary,  in  the  administration  of  his  estate 
or  for  the  administration  of  Federal  or 
State  laws  involving  the  collection  and 
dissemination  of  death  and  other  vital 
statistics  and  for  any  purpose  agreed  to 
in  writing  by  the  patient’s  executor,  ad¬ 
ministrator,  or  other  personal  represent¬ 
ative  or  if  none  is  appointed,  by  the 
patient’s  wife  or  husband,  as  the  case 
may  be,  or  if  none,  by  any  responsible 
member  of  the  patient’s  family. 

Comment 

This  section  essentially  repeats  the 
substance  of  §  1401.04  of  the  existing 
regulation,  broadened  to  reflect  the  fact 
that  any  consensual  disclosures  per¬ 
mitted  by  the  regulations  can  now  be 
made  and  to  cover  the  situation  of  de¬ 
ceased  patients  for  whom  no  formal  ap¬ 
pointment  of  an  executor,  administrator, 
or  other  personal  representative  has 
been  made. 

§  1401.06  Security  precautions. 

(a)  In  general.  Any  person  who  main¬ 
tains  records  to  which  this  Part  1401 
applies  shall  establish  appropriate  pro¬ 
cedures  and  safeguards  to  assure  the 
security  of  records.  The  succeeding  para¬ 
graphs  of  this  section  set  forth  guide¬ 
lines  of  such  precautions,  but  these 
should  be  added  to  or  may  be  modified 
in  the  light  of  individual  circumstances. 

(b)  Individual  files.  The  file  of  each 
patient  in  records  to  which  this  part 
applies  shall  be  marked  “Confidential 
Patient  Information,”  and  any  record 
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or  drug  abuse  goes  beyond  the  literal 
protection  of  the  statute,  which  relates  to 
records  of  treatment.  But  treatment,  per 
se,  is  obviously  not  the  focus  of  the 
anxiety  of  the  individual  or  the  concern 
of  the  Congress.  The  anxiety  and  con¬ 
cern — and  the  very  real  threat  of  in¬ 
jury — derive  from  the  potential  that  any 
information  about  treatment  has  for  re¬ 
vealing  the  nature  of  the  condition  for 
which  treatment  was  sought.  To  permit 
unrestricted  questioning  about  the  con¬ 
dition  itself,  while  holding  the  treatment 
records  inviolate,  would  appear  to  be  an 
elaborate  exercise  in  futility.  Under  doc¬ 
trines  most  recently  explicated  in 
Mourning  v.  Family  Publications  Serv¬ 
ice,  Inc.,  411  UB.  356,  93  S.  Ct  1652,  36 
L.Ed.2d  318  (1974),  the  prohibitions  con¬ 
tained  in  this  section  would  appear  to  be 
well  within  the  rulemaking  authority 
conferred  by  subsection  (g)  of  the  sec¬ 
tions  authorizing  this  part. 

§  1401.11  Implicit  disclosures  prohib¬ 
ited. 

The  disclosure  that  a  person  (whether 
actual  or  fictitious)  answering  to  a  par¬ 
ticular  description,  name,  or  other  iden¬ 
tification  is  not  or  has  not  been  the  re¬ 
cipient  of  treatment  for  alcohol  or  drug 
abuse,  is  fully  as  much  subject  to  the 
prohibitions  and  conditions  of  this  part 
as  a  disclosure  that  such  a  person  is  or 
has  been  such  a  recipient.  Any  improper 
or  unauthorized  request  for  any  disclos¬ 
ure  of  records  or  information  subject  to 
this  part  must  be  met  by  a  totally  non¬ 
committal  response,  preferably  citing  this 
part  and  the  criminal  penalties  for  vio¬ 
lations  thereof. 

Comment 

This  section  clarifies  the  intent  of  the 
law,  which  is  to  prohibit  disclosures  from 
patient  records  by  any  means  other  than 
those  expressly  permitted. 

Subpart  B — Relationship  to  Other  Law 
§1401.15  Relationship  to  Slate  laws. 

The  enactment  of  the  provisions  of  law 
authorizing  this  part  was  not  intended  to 
preempt  the  field  of  law  covered  thereby 
to  the  exclusion  of  State  laws  not  in  con¬ 
flict  therewith.  If  a  disclosure  permitted 
under  the  provisions  of  this  part,  or 
under  a  cotut  order  issued  pursuant 
thereto,  is  prohibited  under  State  law, 
nothing  in  this  part  or  in  the  provisions 
of  law  authorizing  this  part  may  be 
construed  to  authorize  any  violation  of 
such  State  law.  No  State  law,  however, 
may  either  authorize  or  compel  any  dis¬ 
closure  prohibited  by  this  part. 

Comment 

This  section  places  on  the  public  rec¬ 
ord  an  interpretation  which  the  Special 
Action  Office  for  Drug  Abuse  Prevention, 
in  informal  communications,  has  con¬ 
sistently  given  to  21  U.S.C.  1175  since  its 
original  enactment. 

§  1401.16  Function  of  court  orders  un¬ 
der  subsection  (b)  (2)  (C). 

(a)  Limited  effect  of  order.  Subsection 

(b)  (2)  (C)  of  the  sections  which  au¬ 
thorize  this  part  (21  U.S.C.  1175  and  42 


U.S.C.  4582)  empowers  the  courts,  in 
appropriate  circumstances,  to  authorize 
disclosures  which  would  otherwise  be 
prohibited  by  subsection  (a)  of  those 
sections.  Subsection  (b)  (2)  (C)  operates 
only  as  a  mechanism  for  the  relief  of 
duties  imposed  by  subsection  (a)  and  not 
as  an  affirmative  grant  of  jurisdiction  to 
authorize  disclosures  prohibited  by  other 
provisions  of  law,  whether  Federal  or 
State.  Moreover,  the  authority  which 
subsection  (b)  (2)  (C)  confers  on  courts 
to  issue  orders  authorizing  the  disclosure 
of  records  applies  only  to  records  referred 
to  in  subsection  (a) ,  that  1s,  the  records 
maintained  by  operating  treatment  or 
research  programs,  and  not  to  secondary 
records  generated  by  the  disclosure  of 
the  subsection  (a)  records  to  researchers, 
auditors,  or  evaluators  pursuant  to  sub¬ 
section  (b)  (2)  (B) . 

<b)  Separate  authority  required  to 
compel  disclosure.  For  the  reasons  stated 
in  paragraph  (a)  of  this  section,  sub¬ 
section  (b)  (2)  (C)  does  not  confer  juris¬ 
diction  on  any  court  to  compel  disclosure 
of  any  information,  but  solely  to  author¬ 
ize  such  disclosure.  An  order  or  provision 
of  an  order  based  on  some  other  author¬ 
ity,  or  a  subpoena,  or  other  appropriate 
legal  process,  is  required  to  compel  dis¬ 
closure.  To  Illustrate,  if  a  person  who 
maintains  records  subject  to  subsection 
(a)  of  the  sections  authorizing  this  part 
is  merely  requested,  or  is  even  served 
with  a  subpoena,  to  disclose  information 
contained  therein  which  is  a  type  whose 
disclosure  is  not  authorized  in  the  ab¬ 
sence  of  a  court  order,  he  must  refuse 
such  a  request  unless,  and  until,  an  order 
is  issued  under  subsection  (b)  (2)  (C) . 
Such  an  order  could  authorize,  but  could 
not,  of  its  own  force,  require  disclosure. 
If  there  were  no  subpoena  or  other  com¬ 
pulsory  process,  the  custodian  of  the 
records  would  have  discretion  as  to 
whether  to  disclose  the  information 
sought  unless  and  until  disclosure  were 
ordered  by  means  of  appropriate  legal 
process,  the  authority  for  which  would 
have  to  be  found  in  some  source  other 
than  subsection  (b)  (2)  (C)  of  the  sec¬ 
tions  authorizing  this  part. 

Comment 

This  section  is  a  restatement  of  an  in¬ 
terpretation  embodied  in  §§  1401.61  and 
1401.62  of  the  existing  regulation  under 
21  U.S.C.  1175. 

§  1401.17  Comparison  with  section 
303(a)  of  Public  Health  Service  Act 
and  section  502(c)  of  Controlled 
Substances  Act. 

(a)  Research  privilege  description.  In 
some  instances,  there  may  be  concurrent 
coverage  of  a'  program  or  activity  by  the 
provisions  of  this  part  and  by  a  regula¬ 
tion  or  other  administrative  action  under 
section  303(a)  of  the  Public  Health 
Service  Act  (42  U.S.C.  242a(a) )  or  sec¬ 
tion  502(c)  of  the  Controlled  Substances 
Act  (21  U.S.C.  872(c)).  The  latter  two 
provisions  of  law,  referred  to  herein¬ 
after  in  this  section  as  the  research  priv¬ 
ilege  sections,  confer  on  the  Secretary  of 
Health,  Education,  and  Welfare,  and  on 
the  Attorney  General,  respectively,  the 


power  to  authorize  researchers  to  with¬ 
hold  from  all  persons  not  connected  with 
the  research  the  names  and  other  iden¬ 
tifying  Information  concerning  indi¬ 
viduals  who  are  the  subject  of  such  re¬ 
search.  The  Secretary  of  Health,  Educa¬ 
tion,  and  Welfare  may  grant  this  priv¬ 
ilege  with  respect  to  any  “research  on 
mental  health,  including  research  on  the 
use  and  effect  of  alcohol  and  other 
psychoactive  drugs.”  The  Attorney  Gen¬ 
eral’s  power  is  conferred  as  part  of  a  sec¬ 
tion  authorizing  research  related  to  en¬ 
forcement  of  laws  under  his  jurisdiction 
concerning  substances  which  are  or  may 
be  subject  to  control  under  the  Con¬ 
trolled  Substances  Act,  but  is  not  ex¬ 
pressly  limited  to  such  research.  Regard¬ 
less  of  whether  a  grant  of  research  priv¬ 
ilege  is  made  by  the  Secretary  or  by  the 
Attorney  General,  it  is  expressly  pro¬ 
vided  that  persons  who  obtain  it  “may 
not  be  compelled  in  any  Federal,  State, 
or  local  civil,  criminal  administrative, 
legislative,  or  other  proceeding  to  iden¬ 
tify”  the  subjects  of  research  for  which 
the  privilege  was  obtained. 

(b)  Comparison  with  authority  for  this 
part.  Although  they  deal,  in  a  sense,  with 
the  same  subject  matter,  and  may  on  oc¬ 
casion  concurrently  cover  the  same 
transactions,  it  is  important  to  note  the 
differences  between  the  research  priv¬ 
ilege  sections  (21  U.S.C.  872(c)  and  42 
U.S.C.  242a(a) )  and  the  provisions  of 
law  (21  U.S.C.  1175  and  42  U.S.C.  4582) 
which  authorize  this  part.  Briefly,  these 
differences  are  as  follows: 

(1)  Although  they  contain  broad 
grants  of  express  rulemaking  authority, 
the  provisions  of  law  by  which  this  part 
is  authorized  are  self -executing  in  the 
sense  that  they  are  operative  irrespective 
of  whether  the  rulemaking  authority  is 
exercised.  The  protection  afforded  by  the 
research  privilege  sections,  on  the  other 
hand,  can  only  come  into  existence  as  a 
result  of  affirmative  administrative 
action. 

(2)  The  provisions  of  law  authorizing 
this  part,  as  well  as  the  provisions  of  this 
part  itself,  impose  affirmative  duties  with 
respect  to  the  records  to  which  they  ap¬ 
ply,  and  the  violation  of  such  duties  is 
subject  to  criminal  penalties.  To  the  ex¬ 
tent  that  a  privilege  is  thereby  created, 
it  grows  out  of  the  duties  thus  imposed. 
The  research  privilege  sections,  by  con¬ 
trast,  impose  no  duties  by  their  own 
terms,  and  if  any  duties  are  implied  from 
their  existence,  they  would  have  to  be 
enforced  on  the  basis  of  an  implicit  civil 
liability  for  damages  or  by  equitable  re¬ 
lief,  as  there  are  no  criminal  or  adminis¬ 
trative  sanctions  available. 

(3)  The  exercise  of  the  authority  con¬ 
ferred  by  the  research  privilege  sections 
is  subject  to  administrative  discretion, 
whereas  in  the  case  of  the  duties  imposed 
under  this  part  there  is  Judicial  discre¬ 
tion,  within  the  limits  and  subject  to  the 
procedures  and  criteria  prescribed  by 
statute  and  regulation,  to  grant  relief  in 
particular  cases. 

(c)  Legislative  history.  In  Pub.  L.  93- 
282,  the  Congress  expressly  amended  (by 
sections  122(a)  and  303(a),  88  Stat.  131 
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identifying  any  individual  as  a  patient 
in  the  program.  Including  photographs, 
fingerprints,  reports  of  skin  abrasions 
showing  drug  use,  or  other  documenta¬ 
tion  of  patient  identification,  also  shall 
be  so  marked. 

(c)  Fite  cabinets.  Each  file  drawer, 
cabinet,  or  other  container  in  which  such 
files  are  kept  shall  be  conspicuously 
labeled  with  a  cautionary  statement  such 
as  the  following: 

CONFIDENTIAL  PATIENT  INFORMATION 

Any  unauthorized  disclosure  Is  a  Federal 

offense. 

Comment 

This  section  makes  mandatory  the 
security  precautions  recommended  in 
section  1401.05  of  the  existing  regulation. 

§  1401.07  Extent  of  disclosure. 

Any  disclosure  made  under  this  part, 
whether  with  or  without  the  patient’s 
consent,  shall  be  limited  to  information 
necessary  in  the  light  of  the  need  or  pur¬ 
pose  for  the  disclosure. 

Comment 

This  section  expresses  the  general 
principle,  which  has  application  in  many 
different  contexts,  that  any  disclosure 
from  records  covered  by  this  part  should 
be  limited  to  information  necessary  in 
the  light  of  the  need  or  purpose  for  the 
disclosure.  It  is  Identical  to  $  1401.06  of 
the  existing  regulation. 

§  1401.08  Undercover  agents. 

Except  as  specifically  authorized  by  a 
court  order  granted  under  (  1401.65,  (a) 
no  undercover  agent  of  any  investigative 
or  law  enforcement  agency,  whether  Fed¬ 
eral,  State,  or  local,  may  be  employed  by 
or  enrolled  in  any  alcohol  or  drug  abuse 
treatment  program,  and  (b)  no  super¬ 
visor  or  other  person  having  authority 
over  any  such  agent  may  knowingly  per¬ 
mit  any  such  agent  to  be  or  remain  em¬ 
ployed  by  or  enrolled  in  any  such  pro¬ 
gram. 

Comment 

In  many  Instances,  persons  who  are 
patients  in  drug  abuse  treatment  pro¬ 
grams  are  making  their  first  tentative 
efforts  toward  re-integration  into  pro¬ 
ductive  society.  They  may  be  both  vul¬ 
nerable  and  suspicious,  and  the  presence 
in  a  treatment  program  of  undercover 
law  enforcement  agents  can  have  a  deva¬ 
stating  effect  cm  the  program’s  morale 
and  therapeutic  effectiveness.  Moreover, 
it  would  appear  that  the  purpose  of  such 
agents  may  be  to  obtain  precisely  the 
type  of  personal  information  which 
might  be  revealed  by  inspection  of  coun¬ 
selor  notes  and  other  patient  records 
maintained  by  the  program.  Thus,  the 
placing  of  an  undercover  agent  in  a  pro¬ 
gram,  either  as  a  patient  or  as  an  em¬ 
ployee,  would  appear  to  be  contrary  to 
the  purposes  for  which  the  provisions  of 
law  authorizing  this  part  were  enacted, 
and  properly  subject  to  prohibition  under 
regulations  expressly  authorized  to 
carry  out  those  purposes. 

This  proposed  section  of  the  regula¬ 
tions  is  based  on  the  reasoning  that  while 


the  use  of  undercover  agents  is  ordinar¬ 
ily  to  be  avoided,  there  may  occasionally 
arise  circumstances  involving  a  pattern 
of  continuing  serious  criminal  miscon¬ 
duct  on  the  part  of  the  management  or 
staff  of  a  program  where  the  use  of  an 
undercover  agent  may  be  justified.  Ac-  ' 
cordingly,  where  a  showing  is  made  in  an 
application  for  an  order  under  S  1401.65 
that  this  criterion  is  satisfied,  the  court 
may  grant  such  an  order. 

If  a  provision  along  the  lines  of  this 
proposed  section  is  ultimately  adopted, 
the  meaning  of  the  term  “undercover 
agent”  must  be  clarified.  The  intent  cer¬ 
tainly  is  not  to  prohibit  any  patient  or 
employee  of  a  treatment  program  from 
furnishing  any  information  to  law  en¬ 
forcement  authorities  under  any  circum¬ 
stances.  On  the  other  hand,  a  patient  or 
employee  who  develops  a  close  and  con¬ 
tinuing  relationship  with  a  law  enforce¬ 
ment  officer  or  agency  for  the  purpose  of 
furnishing  information  he  gains  by  vir¬ 
tue  of  his  status  as  a  patient  or  employee 
may  well  become  the  functional  equiva¬ 
lent  of  a  law  enforcement  officer  in 
disguise. 

There  is  no  counterpart  to  this  sec¬ 
tion  in  the  existing  regulation.  It  could 
be  revised  in  a  number  of  ways.  The  use 
of  undercover  agents  could  be  absolutely 
prohibited  or  the  prohibition  on  their 
use  could  be  completely  dropped.  Be¬ 
tween  these  two  extremes,  the  criterion 
set  forth  in  !  1401.65  could  be  modified, 
m  the  determination  of  what  policy 
should  be  followed,  it  will  be  particularly 
helpful  to  have  comments  and  testimony 
which  shed  light  on  the  extent  of  the 
need  on  the  part  of  law  enforcement 
agencies  to  utilize  this  technique,  show¬ 
ing  what  precisely  has  been  accomplished 
thereby  which  could  not  have  been  ac¬ 
complished  in  other  ways,  as  well  as  in¬ 
formation  from  treatment  programs 
which  have  experienced  the  use  and  ef¬ 
fects  of  this  investigative  technique. 

§  1401.09  Identification  cards. 

[This  section  reserved  for  possible 
provisions  pertaining  to  identification 
cards,  or  prohibiting  or  limiting  the  use 
of  such  cards,  depending  upon  comments 
and  testimony  received.] 

Comment 

It  is  recognized  that  the  use  of  patient 
identification  cards  is  widespread,  at 
least  in  the  case  of  methadone  treat¬ 
ment  programs,  but  this  would  appear 
to  be  an  appropriate  occasion  to  re¬ 
examine  the  practice.  The  purpose  is 
said  to  be  to  reduce  the  likelihood  of 
medication  being  given  to  the  wrong  per¬ 
son.  Clearly,  however,  there  is  some  ex¬ 
pense  involved  in  the  issuance  of  the 
cards,  and  it  may  be  that  if  these  funds 
were  expended  in  making  more  or  better 
quality  pictures  of  the  patient  or  the 
utilization  of  other  techniques  of  iden¬ 
tification  so  that  a  new  nurse  on  duty 
could  be  more  sure  that  the  person  claim¬ 
ing  to  be  a  patient  is  actually  enrolled, 
it  1s  possible  that  the  desired  result 
could  be  achieved  with  even  greater 
effectiveness. 


Short  of  an  outright  prohibition,  there 
Is  the  possibility  of  limiting  the  infor¬ 
mation  which  can  be  placed  on  the  cards. 
It  would  seem  likely,  however,  that  the 
true  nature  and  purpose  of  the  cards,  no 
matter  how  disguised,  would  soon  be¬ 
come  known  to  persons  having  much 
contact  with  patients.  In  situations  of 
arrest,  or  the  loss  or  theft  of  personal 
effects,  the  potential  for  involuntary  or 
inadvertent  disclosure  is  obvious. 

Accordingly,  comments  and  testimony 
are  solicited  on  what  purposes  the  cards 
may  presently  serve,  whether  those 
purposes  justify  the  risks  and  losses  en¬ 
tailed,  and  how  such  risks  and  losses  can 
be  reduced. 

§  1401.10  Employment  information; 
evasions  prohibited. 

(a)  No  person  may,  as  a  condition  to 
consideration  for  employment  or  ad¬ 
vancement,  be  required  to  furnish  infor¬ 
mation  concerning  his  use  or  abuse  of 
alcohol  or  drugs,  or  treatment  received 
by  him  for  alcohol  or  drug  abuse,  ex¬ 
cept  where  such  alcohol  or  drug  abuse 
has,  within  thirty-six  months  of  the  time 
the  information  is  sought,  been  directly 
related  to  unsatisfactory  work  perform¬ 
ance,  or  to  absence  from  work  or  inabili¬ 
ty  to  work,  or  where  the  position  is  in 
the  field  of  alcohol  or  drug  law  enforce¬ 
ment,  the  production,  distribution,  or 
regulation  of  alcohol  or  drugs,  or  the 
conduct  or  regulation  of  alcohol  or  drug 
abuse  research  or  treatment. 

(b)  The  use  by  any  employer  of  any 
application  form,  questionnaire,  or  other 
means  of  eliciting  from  any  person  in¬ 
formation  which  such  person  may  not 
be  required  to  give  under  paragraph  (a) 
of  this  section  shall  be  deemed  an  evasion 
of  the  statutory  provisions  authorizing 
this  part  and  shall  constitute  a  violation 
of  this  section. 

(c)  Nothing  in  this  part  shall  be  con¬ 
strued  to  prohibit  an  examination,  con¬ 
ducted  in  good  faith  by  or  on  behalf  of 
an  employer,  of  an  actual  or  prospective 
employee’s  physical  condition  or  emo¬ 
tional  stability  to  the  extent  that  such 
factors  are  directly  related  to  the  actual 
demands  of  the  particular  position  in 
question. 

Comment 

This  section  will  prohibit  the  use,  in 
employment-related  interviews  and 
questionnaires,  of  questions  about  the 
use  of  drugs  or  alcohol  or  treatment  for 
alcoholism  or  drug  abuse  where  the 
question  does  not  relate  to  job  perform¬ 
ance.  The  basis  for  this  section  is  that 
while  an  employer  clearly  has  a  legiti¬ 
mate  interest  in  information  about  an 
actual  or  prospective  employee’s  past 
work  performance,  the  Congress  has  de¬ 
termined  that  the  employee  has  a  right 
to  privacy  with  respect  to  his  problems 
with  alcohol  or  drug  abuse.  This  section 
is  an  attempt  to  resolve  these  conflicting 
interests.  Like  the  two  preceding  sec¬ 
tions,  it  has  no  precedent  in  the  existing 
regulations,  and  therefore  testimony  and 
comments  will  be  particularly  valuable. 

It  is  true  that  the  prohibition  of  this 
section  on  inquiries  pertaining  to  alcohol 
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and  137)  the  provisions  of  law  which  au¬ 
thorize  this  part,  expressly  amended  (by 
section  122(b) ,  88  Stat.  132)  the  research 
privilege  section  under  the  Secretary’s 
jurisdiction,  and  made  explicit  reference 
(in  section  303(d),  88  Stat.  139)  to  the 
regulation  previously  Issued  by  the 
Special  Action  Office  for  Drug  Abuse 
Pervention  reconciling  the  provisions  of 
section  408  of  the  Drug  Abuse  Office  and 
Treatment  Act  of  1972  with  the  provi¬ 
sions  of  the  research  privilege  sections. 
When  the  bill  which  became  Pub.  L.  93- 
282  was  before  the  House  of  Representa¬ 
tives  for  its  last  Congressional  consider¬ 
ation  before  transmission  to  the  Presi¬ 
dent,  its  floor  manager,  Chairman  Stag¬ 
gers  of  the  Committee  on  Interstate  and 
Foreign  Commerce,  inserted  in  the 
Record  a  detailed  analysis  of  the  bill  In 
its  final  form  (Congressional  Record, 
May  6,  1974,  page  H3563) .  This  analysis 
contained  the  following  paragraph: 

The  relationship  of  section  303(a)  of  the 
Public  Health  Service  Act,  authorizing  the 
administrative  grant  of  absolute  confidential¬ 
ity  for  research,  to  section  408  of  the  Drag 
Abuse  Office  and  Treatment  Act  of  1972,  re¬ 
quiring  that  Federally-connected  drag  abuse 
patient  records  generaUy  be  kept  confidential, 
has  been  correctly  described  in  an  interpre¬ 
tative  regulation,  21  CFJl.  1401.61  and 
1401.62,  which  was  upheld  in  People  v.  New¬ 
man.  32  N.T  2d  379,  336  N.YJS.  2d  127,  298 
NX.  2d  661  (1973);  certiorari  denied,  — 
US.  — ,  94  S.  Ct.  927  (1974) .  For  that  reason, 
among  others,  section  303(d)  of  the  Senate 
amendment  expressly  continues  the  effec¬ 
tiveness  of  the  current  regulation  promul¬ 
gated  by  the  Director  of  the  Special  Action 
Office  for  Drag  Abuse  Prevention.  Thus,  al¬ 
though  section  602(c)  of  the  Comprehensive 
Drag  Abuse  Prevention  and  Control  Act  of 
1970  is  not  explicitly  referred  to  in  this  legis¬ 
lation,  the  congressional  intent  is  clear  that 
the  authority  conferred  by  that  section  was 
not  modified  by  Pub.  L.  92-256,  and  is  not 
Intended  to  be  modified  by  the  blU  now 
before  the  House. 

This  subpart  restates,  in  substance,  the 
Interpretation  referred  to  in  the  passage 
quoted  above. 

(d)  Grant  of  research  privilege  not 
affected  by  (b)  (2)  (C)  order.  The  issu¬ 
ance  of  an  order  under  subsection  (b)  (2) 
(C)  of  either  of  the  sections  authorizing 
this  part  (21  U.S.C.  1175  and  42  U.S.C. 
4582)  in  no  way  affects  the  continuing 
effectveness  of  any  exercise  of  the  au¬ 
thority  of  the  Secretary  of  Health,  Edu¬ 
cation,  and  Welfare  under  section  303(a) 
of  the  Public  Health  Service  Act  (42 
U.S.C.  242a(a) )  or  the  Attorney  General 
under  section  502(c)  of  the  Controlled 
Substances  Act  (21  U.S.C.  872(c)). 

Comment 

This  section  is  a  restatement  of  prin¬ 
ciples  set  forth  in  S  1401.82  of  the 
existing  regulation,  modified  to  reflect 
the  amendment  made  to  section  303(a) 
of  the  Public  Health  Service  Act  (42 
U.S.C.  242a (a))  by  Pub.  L.  93-282. 

Subpart  C — Disclosures  Authorized  With 
Patient's  Consent 

§  1401.21  Form  of  consent. 

Where  disclosure  is  authorized  with  the 
consent  of  the  patient,  such  consent 
must,  except  as  otherwise  provided,  be 


in  writing  and  signed  by  the  patient. 
Such  consent  must  state — 

(a)  The  name  of  the  person  or  or¬ 
ganization  to  whom  disclosure  is  to  be 
made, 

(b)  The  specific  type  of  information  to 
be  disclosed,  and 

(c)  The  purpose  or  need  for  such  dis¬ 
closure. 

Comment 

This  section  is  identical  to  §  1401.21  of 
the  existing  regulation. 

§  1401.22  Disclosure  for  purposes  of 

medical  diagnosis  or  treatment. 

(a)  Disclosure  authorized.  With  the 
patient’s  written  consent,  disclosure  is 
authorized  to  duly  licensed  physicians 
and  their  staff,  medical  clinics  or  hospi¬ 
tals  and  other  recognized  medical  facili¬ 
ties  for  purposes  of  diagnosis,  consulta¬ 
tion,  or  treatment.  The  request  for  all 
such  disclosures  must  be  in  writing  and 
in  the  form  prescribed  in  §  1401.21. 
Where  a  patient  is  Incarcerated  or  other¬ 
wise  incapacitated  from  delivering  a 
written  consent  to  the  treatment  pro¬ 
gram  at  the  time  the  disclosure  is  needed, 
oral  consent  may  be  used  but  should  be 
confirmed  in  writing. 

(b)  Duty  of  recipients.  All  physicians, 
personnel  of  medical  clinics  or  hospitals, 
and  other  medical  personnel  who  are 
the  recipients  of  patient  Information  dis¬ 
closed  under  this  section  are,  with  re¬ 
spect  to  such  information,  subject  to  the 
provisions  of  this  Part  1401  and  may  not 
disclose  any  such  information  except  as 
authorized  hereunder. 

Comment 

This  section  is  a  restatement  of  the  policy 
set  forth  in  §  1401.22  of  the  existing 
regulation. 

§  1401.23  Disclosure  for  the  patient's 
benefit, 

(a)  Conditions  of  disclosure.  Based 
upon  the  patient’s  prior  written  consent, 
disclosure  of  his  record  or  part  thereof 
may  be  made  to  the  patient  or  to  the 
patient’s  designee  under  the  following 
conditions: 

(1)  The  request  for  disclosure  shall  be 
in  the  form  set  forth  in  §  1401.21  and 
should  state  fully  the  purpose  of  the  dis¬ 
closure  and  the  specific  manner  in  which 
it  will  be  beneficial  to  the  patient. 

(2)  If  the  request  for  disclosure  or 
the  circumstances  relating  thereto  sug¬ 
gest  that  it  is  not  made  freely,  volun¬ 
tarily  and  without  coercion,  such  request 
shall  be  rejected  unless  and  until  ap¬ 
propriate  assurances  can  be  given  that 
it  was  so  made. 

(3)  Any  disclosure  shall  be  based  on  a 
determination  by  the  person  responsible 
for  maintaining  the  records  that,  in  his 
best  judgment,  the  granting  of  the  re¬ 
quest  for  disclosure  (i)  will  be  beneficial 
to  the  patient  and  (11)  will  not  cause  sub¬ 
stantial  harm  to  the  treatment  program, 
its  treatment  services,  or  to  the  physi¬ 
cian-patient  relationship. 

(b)  Circumstances  deemed  beneficial. 
For  the  purposes  of  this  section,  the  cir¬ 
cumstances  under  which  disclosure  may 
be  deemed  to  be  beneficial  to  a  patient 


include,  but  are  not  limited  to,  those  in 
which  the  disclosure  may  assist  the  pa¬ 
tient  in  connection  with  any  public  or 
private  claim,  right,  privilege,  gratuity, 
grant  or  other  interest  accruing  to,  or 
for  the  benefit  of,  the  patient  or  the  pa¬ 
tient’s  immediate  family.  Examples  of 
the  foregoing  include  welfare,  medicare, 
unemployment,  workmen’s  compensa¬ 
tion,  accident  or  medical  insurance,  pub¬ 
lic  or  private  pension  or  other  retirement 
benefits,  employment  and  the  securing 
thereof,  and  any  claim  or  defense  as¬ 
serted  or  which  is  an  issue  in  any  civil, 
criminal,  administrative  or  other  pro¬ 
ceeding  in  which  the  patient  is  a  party  or 
is  affected. 

Comment 

This  section  is  cm  amendment  of 
§  1401.23  of  the  existing  regulation  to 
reflect  the  expansion  made  by  the  change 
in  the  law  with  respect  to  the  permissible 
scope  of  consensual  disclosures. 

§  1401.24  Disclosure  in  connection  with 
parole,  probation,  or  suspension  of 
prosecution. 

(a)  Permissible  circumstances.  In  the 
case  of  a  drug  or  alcohol  abuser  charged 
with  a  criminal  offense  or  who  is  sub¬ 
ject  to  parole  or  other  probationary  ac¬ 
tion  and  who  has  consented  in  writing 
to  disclosure  in  conjunction  with  his 
agreement  to  participate  in  a  drug  or  al¬ 
cohol  abuse  treatment  program  as  a  con¬ 
dition  to  the  dropping,  deferral,  or  sus¬ 
pension  of  charges  or  judgment,  dis¬ 
closure  of  such  person’s  status  or  a  gen¬ 
eral  evaluation  of  his  progress  in  such 
program  is  authorized,  but  only  with  his 
written  consent. 

(b)  Persons  to  whom  disclosure  may 
be  made.  Disclosure  pursuant  to  this 
section  shall  be  limited  to  personnel  hav¬ 
ing  responsibility  with  respect  to  the 
prosecution  of  the  patient  or  for  super¬ 
vising  his  probation  or  parole. 

Comment 

This  section  makes  an  important  clari¬ 
fication  of  the  scope  of  disclosures  per¬ 
missible  in  connection  with  patients  re¬ 
ferred  by  the  criminal  justice  system. 
When  the  role  of  personnel  in  that  sys¬ 
tem  becomes  confused  with  the  role  of 
the  treatment  program  the  results  tend 
to  be  unsatisfactory.  There  is  no  quarrel 
with  the  concept  of  release  conditioned 
on  participation  in  a  treatment  program, 
but  if  clinical  personnel  are  to  be  ef¬ 
fective,  the  function  of  making  clinical 
judgments  must  remain  with  them.  The 
only  purpose  which  the  disclosure  of 
detailed  data  can  serve  is  to  place  the  re¬ 
cipient  in  a  position  to  substitute  his 
judgment  for  that  of  the  clinician  on  the 
question  of  whether  or  not  the  data  in 
question  indicate  that  the  patient  is 
making  satisfactory  progress. 

It  is  vital,  of  course,  that  there  be  co¬ 
operation  between  the  treatment  system 
and  the  criminal  justice.  Subject  to  the 
receipt  of  persuasive  testimony  to  the 
contrary,  however,  it  is  believed  that  this 
cooperation  is  most  likely  to  bear  fruit 
if,  on  the  one  hand,  the  treatment  sys¬ 
tem  is  not  made  an  extension  of  the 
criminal  justice  system  for  the  purpose 
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of  assuring  compliance  with  conditions 
of  release  In  general,  and  on  the  other, 
the  criminal  Justice  system  is  not  placed 
in  the  position  of  making  clinical  judg¬ 
ments. 

§  1401.25  Disclosure  to  legal  counsel. 

When  a  bona  fide  attorney-client  re¬ 
lationship  exists  between  an  attomey- 
at-law  and  a  patient,  disclosure  of  any" 
information  in  the  patient’s  records  may 
be  made  to  the  attorney  upon  the  written 
application  of  the  patient  endorsed  by 
the  attorney.  Information  so  disclosed 
may  not  be  further  disclosed  by  the 
attorney. 

Comment 

This  section  simplifies  and  broadens 
the  statement  of  the  policy  embodied  in 
S  1401.25  of  the  existing  regulation. 

§  1401.26  Disclosures  lo  employers. 

Purpose.  Whenever  a  patient  or  former 
patient  has  been  employed  or  is  seeking 
employment  and  such  employment  is 
conditioned  upon  his  status  or  progress 
in  a  treatment  program,  a  statement 
giving  an  evaluation  of  such  status  or 
progress  by  qualified  personnel  may  be 
furnished  to  responsible  employment 
services,  agencies,  or  employers  which 
have  demonstrated  their  willingness  to 
employ,  or  assist  in  the  employment  of, 
present  or  former  drug  or  alcohol 
abusers.  Any  such  statement  furnished 
to  such  agencies  or  organizations  shall 
be  kept  confidential  and  shall  not  be 
disclosed  to  any  other  person  or  orga¬ 
nization.  Any  disclosure  under  this  sec¬ 
tion  shall  be  subject  to  all  of  the  follow¬ 
ing  conditions: 

(a)  The  request  does  not  appear  to  be 
connected  with  any  violation  by  the  em¬ 
ployer  of  S  1401.10. 

(b)  The  request  for  such  an  evalua¬ 
tion  must  be  in  writing  and  signed  by 
the  patient. 

(c)  The  request  must  identify  the  em¬ 
ployer  (or  official  therein)  to  whom  dis¬ 
closure  is  to  be  made. 

(d)  The  treatment  organization  must 
verify  the  authenticity  of  the  request  by 
telephone  or  other  means  of  communica¬ 
tion  and  ascertain  the  extent  that  the 
information  is  needed  to  verify  the  pa¬ 
tient’s  treatment  status. 

(e)  The  information  shall  be  limited 
to  that  reasonably  necessary  in  view  of 
the  type  of  employment  involved. 

(f)  No  information  may  be  furnished 
by  a  person  maintaining  records  to 
which  this  part  applies  unless  such  per¬ 
son  has  reason  to  believe,  on  the  basis 
of  past  experience  or  other  credible  in¬ 
formation  (which  may  in  appropriate 
cases  consist  of  a  written  statement  by 
the  employer),  that  such  Information 
will  be  used  for  the  purpose  of  assisting 
in  the  rehabilitation  of  the  patient  and 
not  for  the  purpose  of  identifying  the 
Individual  as  a  patient  in  order  to  deny 
him  employment  or  advancement  because 
of  his  history  of  drug  or  alcohol  abuse. 

Comment 

This  section  is  a  restatement  of 
1  1401.26  of  the  existing  regulation  with 


minor  modifications  to  reflect  Die  pro¬ 
posed  new  { 1401.10. 

§  1401.27  Disclosure  to  patient’s  family 
and  others. 

With  the  prior  written  consent  of  the 
patient  as  prescribed  by  1 1401.21,  in¬ 
formation  evaluating  his  current  or  past 
status  in  a  treatment  program  may  be 
furnished  to  any  person  with  whom  the 
patient  has  a  personal  relationship  if,  In 
the  judgment  of  the  person  responsible 
for  the  patient’s  treatment,  the  disclo¬ 
sure  of  such  information  would  be  bene¬ 
ficial  to  the  patient. 

Comment 

This  section  expresses  the  same  policy 
as  is  embodied  in  §  1401.27  of  the  existing 
regulation,  broadened  to  reflect  the  ex¬ 
panded  authority  for  consensual  disclo¬ 
sure  under  the  new  law. 

Subpart  D — Disclosures  Without  Patient 
Consent 

§  1401.41  Definition  of  “qualified  per¬ 
sonnel.” 

(a)  In  general.  For  the  purposes  of 
this  subpart,  the  term  “qualified  per¬ 
sonnel”  means  persons  whose  training 
and  experience  are  appropriate  to  the 
nature  of  the  work  in  which  they  are 
engaged,  and  who,  when  working  as  part 
of  an  organization,  are  performing  such 
work  with  adequate  administratvie  safe¬ 
guards  against  unauthorized  disclosures. 

(b)  Audits.  For  the  purposes  of  this 
subpart,  other  than  S  1401.47,  the  term 
“qualified  personnel”  with  reference  to 
personnel  engaged  in  audits  means  per¬ 
sonnel  who  are,  or  are  employed  and  su¬ 
pervised  by,  a  certified  public  accountant 
or  other  type  of  accountant,  if  any,  meet¬ 
ing  guidelines  established  by  the  General 
Accounting  Office  for  firms  auditing  con¬ 
tractors  or  grantees  under  contracts  or 
grants  made  by  departments  or  agencies 
of  the  United  States.  (See  Appendix  I 
“Qualifications  of  Independent  Auditors 
Engaged  by  Governmental  Organiza¬ 
tions”,  page  54  of  “Standards  for  Audit  of 
Governmental  Organizations,  Programs, 
Activities  and  Functions”,  by  the  Comp¬ 
troller  General  of  the  United  States, 
June  1972.) 

(c)  Program  evaluation.  For  the  pur¬ 
poses  of  this  subpart,  other  than 
$  1401.47,  the  term  “qualified  personnel” 
with  reference  to  personnel  conducting 
program  evaluation  means  personnel  em¬ 
ployed  or  specifically  approved  by  the 
National  Institute  on  Drug  Abuse  to  con¬ 
duct  evaluations  of  drug  abuse  programs, 
or  personnel  employed  or  specifically  ap¬ 
proved  by  the  National  Institute  on  Alco¬ 
hol  Abuse  and  Alcoholism  to  conduct 
evaluations  of  alcohol  abuse  programs. 

Comment 

Paragraph  (a)  of  this  section,  defin¬ 
ing  “qualified  personnel”  in  general 
terms,  is  taken  from  the  last  sentence  of 
§  1401.44  of  the  existing  regulation.  Para¬ 
graphs  (b)  and  (c)  are  added  in  an  ef¬ 
fort  to  provide  guidelines  which  will  be 
easier  to  apply  in  specific  cases. 

In  the  case  of  audit  personnel,  the 
guidelines  established  by  the  General  Ac¬ 


counting  Office  are  adopted.  In  most 
states,  this  means  certified  public  ac¬ 
counts.  For  program  evaluation.  It  is  pro¬ 
posed  that  qualified  personnel  be  re¬ 
stricted  to  those  approved  by  the  Na¬ 
tional  Institute  on  Drug  Abuse. 

The  rules  applicable  to  research  per¬ 
sonnel  are  discussed  below  under 
S  1401.44. 

§  1401.42  Research,  audits,  and  pro¬ 
gram  evaluation  in  general. 

Subject  to  the  provisions  of  $  1401.43 
and  all  other  requirements  of  this  part, 
disclosure  of  the  content  of  patient  rec¬ 
ords  may  be  made  without  the  consent  of 
the  patient  to  qualified  personnel  for  the 
purpose  of  conducting  scientific  research, 
management  audits,  financial  audits,  or 
program  evaluation. 

Comment 

This  section  simply  restates  the  general 
principle  embodied  in  subsection  (b)(2) 
(B)  of  the  sections  authorizing  this  part. 
In  the  existing  regulations,  it  appears  as 
the  first  part  of  the  first  sentence  of 
§  1401.44(a). 

§  1401.43  Prohibition  on  disclosure  of 
patient  identities  from  research, 
audits,  or  evaluation  records. 

Where  the  content  of  patient  records 
has  been  disclosed  pursuant  to  S  1401.42 
for  the  purpose  of  conducting  scientific 
research,  management  audits,  financial 
audits,  or  program  evaluation,  informa¬ 
tion  contained  therein  which  would  di¬ 
rectly  or  indirectly  identify  any  patient 
may  not  be  disclosed  by  the  recipient 
thereof  either  voluntarily  or  in  response 
to  any  legal  process  whether  Federal  or 
State.  This  prohibition  does  not  affect  the 
accessibility  of  the  original  records  under 
authority  of  a  court  order  referred  to  in 
Subpart  E  of  this  part,  but  no  such  order 
may  authorize  disclosures  of  patient 
identifying  Information  from  second¬ 
ary  records  copied  or  otherwise  de¬ 
rived  from  the  original  records  in 
the  process  of  conducting  research,  au¬ 
dits,  or  evaluations,  except  where  such 
secondary  records  are  made  subsequent  to 
the  issuance  of  a  court  order  pursuant  to 
Subpart  E  of  this  part,  and  in  accord¬ 
ance  with  its  terms. 

Comment 

This  section  restates  the  prohibition  on 
further  disclosure  which  is  contained  in 
subsection  (b)  (2)  (B)  of  the  authorizing 
sections.  The  interpretative  portion, 
which  clarifies  the  relationship  of  provi¬ 
sions  authorizing  court  orders  to  the  pro¬ 
visions  authorizing  disclosure  for  re¬ 
search,  audit,  and  evaluation,  is  taken 
from  the  last  sentence  of  §  1401.61  of  the 
existing  regulation. 

§  1401.44  Disclosures  to  holders  of  cer¬ 
tain  grunts  of  research  privilege. 

For  the  purposes  of  §  1401.42,  a  dis¬ 
closure  which  is  made  to  an  Individual  or 
a  duly  authorized  member  of  an  organi¬ 
zation  holding  a  grant  of  research  privi¬ 
lege  under  section  303(a)  of  the  Public 
Health  Service  Act  (42  U.S.C.  242a(a)  or 
section  502(c)  of  the  Controlled  Sub¬ 
stances  Act  (21  U.S.C.  872(c)),  and 
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which  is  colorably  within  the  scope  of 
the  research  authorized  under  the  grant, 
shall  be  conclusively  presumed  to  have 
been  made  to  qualified  personnel  far 
the  purpose  of  conducting  such  research. 

Commiht 

The  purpose  of  this  section  Is  to  re¬ 
lieve  programs  of  the  duty  of  rn airing  an 
Independent  determination  of  whether 
persons  requesting  disclosure  under  the 
research  exemption  are  “qualified  per¬ 
sonnel”  within  the  meaning  of  the  stat¬ 
ute.  Under  the  proposed  provision.  If  a 
researcher  holds  a  grant  of  research 
privilege  from  the  Secretary  of  Health, 
Education  and  Welfare,  or  the  Attorney 
General,  disclosures  may  be  made  to  him 
without  fear  of  criminal  prosecution. 

It  does  not  appear  necessary  at  this 
point  to  foreclose  the  use  of  clinical  rec¬ 
ords  by  researchers  who  do  not  hold  a 
Federal  grant  of  research  privilege  as 
described  above.  Under  5  1401.43,  all  re¬ 
searchers  are  under  a  legal  duty  to  pro¬ 
tect  the  confidentiality  of  any  Identify¬ 
ing  Information  which  they  receive.  In 
the  absence  of  a  showing  of  abuses,  it 
Is  clearly  desirable  to  minimize  rather 
than  maximize  requirements  for  admin¬ 
istrative  action  which  cannot  help  but 
be  an  Inhibiting  Influence  on  research 
activities. 

$  1401.45  Management  audits,  financial 
audits,  and  program  evaluation. 

Under  no  circumstances  may  auditors 
or  evaluators  remove  from  the  premises 
of  the  treatment  program  any  docu¬ 
ments  or  copies  thereof.  Including  their 
own  notes,  containing  names,  social  se¬ 
curity  numbers,  addresses,  or  other  Iden¬ 
tifying  Information  on  Individual  pa¬ 
tients,  other  than  an  identifying  number 
assigned  by  the  treatment  program, 
without  authority  of  a  court  order  under 
Subpart  E  of  this  part,  except  that  quali¬ 
fied  personnel  conducting  fln«.ncial  au¬ 
dits  may,  to  the  extent  necessary  to  the 
performance  erf  their  duties,  utilize 
names  and  addresses  of  patients  on  a 
sample  basis  strictly  for  the  purposes  of 
audit  verification.  Any  condition  or  other 
provision  of  any  grant  or  contract  which 
requires  or  stipulates  access  to  records  In 
violation  of  this  section  Is  void  and 
unenforceable. 

Comment 

The  purpose  of  this  section  Is  to  mini¬ 
mize  the  likelihood  of  violations  of  i  140L 
43  and  to  facilitate  compliance  with  the 
authorizing  legislation.  In  regard  to  the 
exception  In  favor  of  financial  audits, 
see  the  comments  on  i  1401.47. 

§  1401.46  Responsibility  in  respect  of 
voluntary  disclosures. 

In  the  case  of  disclosure  under  au¬ 
thority  of  11401.43  of  this  part,  other 
than  those  referred  to  In  SS  1401.44  and 
1401.47,  It  Is  the  responsibility  erf  the 
person  maintaining  the  records  from 
which  disclosure  Is  to  be  made  to  ascer¬ 
tain  that  those  seeking  disclosure  are 
In  fact  qualified  personnel  engaged  In  sci¬ 
entific  research,  management  audit,  fi¬ 
nancial  audit,  or  program  evaluation. 


Nothing  In  this  part  prohibits  members 
of  the  staff  of  a  program  from  conduct¬ 
ing  studies  or  analyses  baaed  upon  clini¬ 
cal  experience  with  patients  tn  the  pro¬ 
gram.  Programs  may  release  summary  or 
aggregate  data  compiled  from  patient 
records  In  a  form  which  does  not  di¬ 
rectly  or  Indirectly  Identify  the  patients 
to  whom  the  records  pertain. 

Comrorr 

This  section  makes  explicit  the  cir¬ 
cumstances  under  which  It  Is  the  duty 
of  a  person  maintaining  records  to  make 
an  Independent  determination  of  the 
qualifications  of  a  person  seeking  dis¬ 
closure  under  authority  of  S  1401.42. 

§  1401.47  Supervision  and  regulation  of 
narcotic  maintenance  and  detoxifica¬ 
tion. 

(a)  Definition  of  “ registrant ”.  For  the 
purposes  of  this  section,  the  term  “reg¬ 
istrant”  means  a  practitioner  who  (1) 
has  pending  an  application  for  registra¬ 
tion  under  section  303(g)  of  the  Con¬ 
trolled  Substances  Act  (21  UJ3.C.  823 
(g) ),  or  (2)  has  been  registered  under 
such  section  and  whose  registration  has 
not  expired  or  been  surrendered  or 
revoked. 

(b)  Drug  Enforcement  Administra¬ 
tion.  Duly  authorized  agents  of  the 
Drug  Enforcement  Administration  shall 
have  access  to  the  premises  of  registrants 
for  the  purpose  of  ascertaining  compli¬ 
ance  (or  ability  to  comply)  with  stand¬ 
ards  established  by  the  Attorney  General 
under  section  303(g)  (2)  of  the  Con¬ 
trolled  Substances  Act  (21  U.S.C.  823(g) 
(2))  respecting  the  security  erf  stocks 
of  narcotic  drugs  and  the  maintenance 
of  records  (In  accordance  with  section 
307  of  the  Controlled  Substances  Act,  21 
UJ3.C.  827)  cm  such  drugs.  Registrants 
shall  maintain  such  records  separate 
from  and  In  addition  to  patients’  clini- 
cal  records  required  to  be  maintained 
under  S  310.505  (cD  (T)  (111)  of  this  title, 
which  shall  not  be  available  to  such 
agents  except  as  authorized  under  a 
court  order  in  accordance  with  Subpart 
E  of  this  part.  Records  maintained  by 
registrants  for  the  purposes  of  section 
307  of  the  Controlled  Substances  Act  (21 
US.C.  827)  shall  not  Identify  patients 
by  name,  address,  social  security  num¬ 
ber,  or  otherwise  except  by  an  identifying 
number  assigned  by  the  registrant.  Each 
registrant  shall  maintain  on  a  current 
basis  a  cross-index  referencing  each 
Identifying  number  to  the  namq  and 
address  of  the  patient  to  which  it  refers. 
Upon  request  at  any  time  and  without 
notice,  such  agents  shall  be  granted  Im¬ 
mediate  access  to  any  such  Index.  Such 
agents  may  use  names  and  addresses  so 
obtained  strictly  for  the  purposes  of 
auditing  or  verifying  program  records, 
and  shall  exercise  all  reasonable  pre¬ 
cautions  to  avoid  inadvertent  disclosure 
of  patient  Identities  to  third  parties. 
Names  and  other  Identifying  Information 
so  obtained  may  not  be  compiled  or  used 
In  any  registry  or  personal  data  bank  of 
any  description. 

(c)  Food  and  Drug  Administration. 
Duly  authorized  agents  of  the  Food  and 


Drug  Administration  shall  have  access  to 
the  premises  of  registrants  and  to  all 
records  maintained  by  registrants,  for 
the  purpose  of  ascertaining  compliance 
(or  ability  to  comply)  with  standards 
established  by  the  Secretary  of  Health, 
Education  and  Welfare  under  section  4 
of  the  Comprehensive  Drug  Abuse  Pre¬ 
vention  and  Control  Act  erf  1970  (42 
U.S.C.  257a),  sections  303(g)(1)  and 
303(g)(3)  of  the  Controlled  Substances 
Act  (21  UJ3.C.  823(g)(1)  and  823(g) 
(3) ) ,  and  sections  505  and  701(a)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  355  and  371(a)).  When  nec¬ 
essary  in  the  conduct  of  their  duties, 
agents  may  use  names  and  addresses  of 
patients  strictly  for  the  purposes  of 
auditing  or  verifying  program  records, 
and  shall  exercise  all  reasonable  pre¬ 
cautions  to  avoid  Inadvertent  disclosure 
of  patient  identities  to  third  parties. 
Names  and  other  Identifying  Informa¬ 
tion  on  patients  obtained  pursuant  to 
this  section  or  by  any  other  compulsory 
process  may  not  be  compiled  or  used  In 
any  registry  or  personal  data  bank  of 
any  description.  Except  as  authorized 
under  this  paragraph  or  by  a  court 
order  granted  under  Subpart  E  of  this 
part,  (1)  such  agents  may  not,  either 
orally  or  tn  writing,  except  tn  conver¬ 
sation  with  personnel  of  the  registrant 
while  on  the  premises  of  the  registrant. 
Identify  any  patient  otherwise  than  by 
reference  to  an  Identifying  number  as¬ 
signed  by  the  registrant,  and  (2)  such 
agents  may  not  remove  from  the  prem¬ 
ises  of  the  registrant  any  notes,  docu¬ 
ments,  or  copies  thereof  which  identify 
any  patient  by  name,  address,  social 
security  number,  or  otherwise  except  by 
reference  to  an  identifying  number  as¬ 
signed  by  the  registrant. 

(d)  State  drug  law 'enforcement  agen¬ 
cies.  Duly  authorized  agents  of  any  State 
drug  law  enforcement  agency  having 
Jurisdiction  and  specific  responsibility  by 
statute  or  otherwise  for  the  enforcement 
of  criminal  laws  relating  to  controlled 
substances  (as  defined  tn  the  Controlled 
Substances  Act)  shall  have  access  to  the 
premises  of  any  registrant  for  the  pur¬ 
poses  (with  respect  to  corresponding 
provisions,  if  any,  of  State  law)  and  sub¬ 
ject  to  the  restrictions  and  limitations 
set  forth  In  paragraph  (b)  of  this  section. 

(e)  State  health  authorities.— (1) 
Definition  of  “ qualified  State  health 
agency " .  As  used  in  this  paragraph,  the 
term  “qualified  State  health  agency” 
means  an  agency  of  State  government 
(1)  which  has  express  legal  responsibility 
to  ascertain  that  registrants  under  Its 
Jurisdiction  comply  with  appropriate 
medical  standards;  (11)  which  is  legally 
and  administratively  separate  from  any 
agency  of  State  government  responsible 
for  Investigation  of  violations  of,  or  en¬ 
forcement  of,  criminal  law  generally  or 
criminal  laws  relating  to  controlled  sub¬ 
stances;  (111)  whose  personnel  are  quali¬ 
fied  by  training  or  experience  to  conduct 
Inspections  of  health  care  facilities  to 
ascertain  compliance  with  treatment 
standards;  and  (iv)  whose  personnel  are 
by  State  law.  or  by  published  adminis¬ 
trative  directive  enforced  by  effective 
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sanctions,  required  to  maintain  the  con¬ 
fidentiality  of  any  information  concern¬ 
ing  the  identity  of  patients  which  they 
may  acquire  in  the  course  of  their  official 
duties. 

(2)  Access.  Duly  authorized  agents  of 
a  qualified  State  health  agency  shall  have 
access  to  the  premises  of  registrants  and 
to  all  records  maintained  by  registrants, 
for  the  purpose  of  ascertaining  compli¬ 
ance  (or  ability  to  comply)  with  treat¬ 
ment  standards  (including  those  relat¬ 
ing  to  quantities  of  narcotic  drugs  which 
may  be  provided  for  unsupervised  use  by 
individuals  in  treatment)  established 
under  State  law.  Such  access,  and  the 
use  of  any  information  thereby  obtained, 
shall  be  subject  to  the  restrictions  and 
limitations  set  forth  in  paragraph  (c)  of 
this  section. 

Comment 

This  section  is  addressed  to  the  gen¬ 
eral  problem  described  in  the  following 
passage  from  the  legislative  history  of 
Pub.  L.  93-282: 

A  major  element  of  the  task  of  fashioning 
new  regulations  pursuant  to  the  express 
rulemaking  authority  conferred  by  this  legis¬ 
lation  will  be  to  reconcile  the  sometimes  con¬ 
flicting  Interests  of  research,  audit,  and  eval¬ 
uation  with  rights  of  privacy  and  the  confi¬ 
dentiality  of  the  relationship  between 
patient  and  clinician.  Such  a  reconciliation 
becomes  particularly  crucial  where  the  func¬ 
tions  of  research,  audit,  or  evaluation  are 
conducted  by  a  governmental  agency  with 
regulatory  powers  and  responsibility,  and 
the  treatment  involves  the  use  of  a  drug  such 
as  methadone  which  Is  In  a  research  status 
or  which  Is  readily  susceptible  of  misuse  or 
illicit  diversion. 

Because  of  the  difficulty  and  complexity 
of  the  task,  the  rulemaking  authority  Is  In¬ 
tentionally  cast  In  terms  broad  enough  to 
permit  the  limitation  of  the  scope,  content, 
or  circumstances  of  any  disclosure  under 
subsection  (b),  whether  (b)(1)  or  (b)(2). 
In  the  light  of  the  necessary  purposes  for 
which  it  is  made  or  required. 

(Congressional  Record,  May  6,  1974,  page 
H3563> 

It  has  been  the  consistent  interpretation 
of  the  Special  Action  Office  that  the 
only  provision  of  the  authorizing  legis¬ 
lation  which  permits  disclosures  to  com¬ 
pliance  officers,  whether  of  DEA,  FDA, 
or  state  agencies,  is  subsection  (b)  (2) 
(B).  That  subsection,  however,  strictly 
prohibits  any  further  disclosure  of  names 
or  other  identifying  information  con¬ 
cerning  patients.  It  has  been  urged  that 
either  under  subsection  (b)  (2)  (B)  or 
under  the  general  rulemaking  authority 
of  subsection  (g),  compliance  and  en¬ 
forcement  personnel  should  be  prohibited 
from  obtaining  any  access  to  patient 
identities  in  the  course  of  their  exami¬ 
nation  of  program  records,  and  It  has 
been  further  urged  that  if  such  access 
is  permitted,  such  personnel  should  at 
least  be  prohibited  from  taking  any  rec¬ 
ord  of  patient  identities  away  from  the 
premises  of  the  treatment  program,  even 
for  the  limited  purpose  of  audit  verifi¬ 
cation,  without  a  court  order.  From  a 
legal  standpoint,  the  difficulty  with  this 
position  is  that  historically,  the  term 
"audit”  has  long  comprehended  the  no¬ 


tion  of  external  verification.  In  a  com¬ 
mercial  setting,  this  means  that  at  least 
some  Inventory  will  actually  be  counted, 
at  least  some  receivables  will  be  veri¬ 
fied  by  contacting  the  customers,  and  so 
on.  To  rule  that  this  crucial  aspect  of 
the  audit  process  cannot  be  carried  out 
with  respect  to  patients  in  a  treatment 
program  until  after  the  auditor  goes 
through  the  procedure  of  obtaining  a 
specific  court  order  under  subsection 
(b)  (2)  (C)  would  seem  to  contravene  the 
intent  of  subsection  (b)  (2)  (B) .  Views  to 
the  contrary,  will,  of  course,  be  given 
careful  consideration.  Assuming  that,  as 
a  matter  of  law,  compliance  and  enforce¬ 
ment  personnel  must  be  allowed  access 
to  patient  Identifying  information,  it  be¬ 
comes  of  crucial  Importance  that  the 
regulations  include  safeguards  and  pro¬ 
cedures  to  assure  that  such  Informa¬ 
tion  will  be  used  only  for  proper  pur¬ 
poses,  and  to  minimize  whatever  risks  of 
Improper  disclosure  and  whatever  costs 
in  terms  of  program  effectiveness  may  be 
involved  in  contact  with  patients  by  such 
personnel.  This  is  the  purpose  of  requir¬ 
ing  administrative  separation  of  certain 
compliance  personnel  from  law  enforce¬ 
ment  generally,  and  of  prohibiting  access 
by  enforcement  personnel  to  clinical  rec¬ 
ords  in  general.  Comments  and  testimony 
are  invited  on  all  aspects  of  this  section 
of  the  regulations,  and  particularly  on 
the  limitations  on  access  and  use  in  rela¬ 
tion  to  the  manner  in  which  different 
classes  of  law  enforcement,  compliance, 
and  supervisory  personnel  are  defined. 

§  1401.48  Medical  emergencies. 

Disclosure  to  medical  personnel,  either 
private  or  governmental,  is  authorized 
without  the  consent  of  the  patient  only 
when  and  to  the  extent  necessary  to  meet 
a  bona  fide  medical  emergency.  Exam¬ 
ples  of  situations  in  which  this  criterion 
is  met  are  as  follows : 

(a)  Where  treatment  involves  the  use 
of  any  drug,  and  appropriate  officials  of 
the  Food  and  Drug  Administration  de¬ 
termine  that  the  life  or  health  of  patients 
may  be  endangered  by  an  error  in  the 
manufacture  or  packaging  of  such  drug, 
disclosure  of  the  identities  of  the  recip¬ 
ients  of  the  drug  may  be  made  to  ap¬ 
propriate  officials  of  the  Food  and  Drug 
Administration  to  enable  them  to  notify 
the  patients  or  their  physicians  of  the 
problem  in  order  that  corrective  action 
may  be  taken. 

(b)  Where  a  person  is  incapacitated 
and  information  concerning  his  medica¬ 
tion  in  a  treatment  program,  if  any,  is 
necessary  to  make  a  sound  determination 
of  appropriate  emergency  treatment, 
such  information  may  be  given  to  per¬ 
sonnel  providing  such  emergency  treat¬ 
ment. 

Comment 

The  provisions  of  this  section  are 
adapted  from  S  1401.42  of  the  existing 
regulation.  The  provision  in  the  existing 
regulation  with  respect  to  patients  who 
may  be  incarcerated  is  being  dropped  be¬ 
cause  treatment  and  disclosure  of  infor¬ 
mation  under  those  circumstances  can 
ordinarily  be  on  a  consensual  basis. 


Subpart  E — Court  Orders 
§  1401.61  General  provisions. 

(a)  Applications  not  otherwise  pro¬ 
vided  for.  In  any  case  not  otherwise 
provided  for  In  this  subpart,  application 
for  an  order  authorizing  disclosure  of 
records  to  which  this  part  applies  may 
be  made  by  any  person  who  has  a  legally 
cognizable  interest  in  obtaining  such 
disclosure. 

(b)  Identity  of  patient.  Applications 
for  court  orders  to  authorize  disclosure 
of  records  shall  not  use  the  real  name  of 
the  patient  whose  records  are  the  sub¬ 
ject  of  such  application,  unless  the  pa¬ 
tient  consents  thereto  voluntarily  and 
Intelligently.  In  the  case  of  an  ex  parte 
application  initiated  by  the  patient,  the 
application  should  be  instituted  in  the 
name  of  a  fictitious  person,  such  as  Jon 
Doe,  unless  the  patient  requests  other¬ 
wise.  The  same  procedure  should  be  fol¬ 
lowed  in  the  case  of  a  separate  proceed¬ 
ing  held  in  conjunction  with  a  pending 
criminal  or  civil  action.  Any  court  order 
should  identify  the  patient  fictitiously, 
and  the  disclosure  of  the  patient’s  real 
name  should  be  communicated  to  the 
custodian  of  the  records  in  such  manner 
as  to  protect  the  confidentiality  of  the 
patient’s  Identity. 

(c)  Who  should  receive  notice.  In  any 
proceeding  in  which  the  patient  or  the 
custodian  of  the  records  is  affected  by 
a  proceeding  and  has  not  been  made  a 
party,  each  shall  be  given  appropriate 
notice  and  an  opportunity  to  appear  in 
person  or  to  file  a  responsive  statement, 
deposition  or  other  form  of  response 
consistent  with  local  rules  of  procedure. 
The  court  shall  give  due  consideration 
to  any  such  statement,  deposition  or 
other  response  in  exercising  its  discre¬ 
tion  as  to  the  existence  of  good  cause 
and,  if  deemed  necessary  or  desirable, 
consistent  with  local  rules  of  procedure, 
it  may  order  the  program  director  to 
appear  and  give  direct  testimony. 

(d)  Hearings.  All  hearings  and  all 
evidence  in  connection  therewith  shall 
be  held  or  taken  in  the  judge’s  chambers, 
unless  the  patient  requests  an  open  hear¬ 
ing  or  the  court  determines  that  such 
hearing  is  consistent  with  the  public  in¬ 
terest  and  the  proper  administration  of 
justice.  All  evidence  should  be  taken 
under  oath  and  both  the  patient  and  the 
custodian  of  the  records  should  be  given 
the  opportunity  to  be  heard. 

(e)  Criteria.  No  order  shall  be  issued 
unless  the  record  shows  that  good  cause 
exists,  and  in  assessing  good  cause,  the 
court  shall  weigh  the  public  Interest 
and  the  need  for  disclosure  against  the 
injury  to  the  patient,  to  the  physician- 
patient  relationship,  and  to  the  treat¬ 
ment  services,  in  accordance  with  the 
following  criteria: 

(1)  Consensual  disclosures  in  general. 
In  any  case  in  which  both  the  person 
to  whom  a  record  to  which  this  part  ap¬ 
plies  and  the  person  responsible  for 
maintaining  such  record  have  agreed  and 
formally  represent  to  the  court  that  the 
disclosure  for  which  court  authorization 
Is  sought  is  needed,  and  that  such  dis¬ 
closure  would  not  result  In  injury  to 
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the  patient,  the  physician-patient  rela¬ 
tionship,  or  to  the  treatment  services, 
the  court  may  in  its  discretion  authorize 
such  disclosure. 

(2)  Need  for  disclosure.  If  other  com¬ 
petent  evidence  or  sources  of  information 
are  available,  the  court  may  deny  the 

application. 

(3)  Adverse  effects.  If  the  court  deter¬ 
mines  that  disclosure  would  have  an  ad¬ 
verse  effect  upon  successful  treatment  or 
rehabilitation  of  the  patient  or  would 
impair  the  effectiveness  of  the  program 
in  the  treatment  or  rehabilitation  of 
other  patients,  the  application  should  be 
denied  unless  the  court  finds  that  the 
need  for  privacy  in  such  circumstances  is 
outweighed  by  other  factors. 

(f)  Content  of  order.  Any  order  au¬ 
thorizing  disclosure  shall : 

(1)  Limit  disclosure  to  those  parts  of 
the  patient’s  record  deemed  essential  to 
fulfill  the  objective  for  which  the  order 
was  granted: 

(2)  Limit  disclosure  to  those  persons 
whose  need  for  information  is  the  basis 
for  the  order:  and 

(3)  Include  any  other  appropriate 
measures  to  keep  disclosure  to  a  mini¬ 
mum  for  the  protection  of  the  patient, 
the  physician-patient  relationship  and 
the  treatment  services. 

Comment 

The  whole  of  subpart  E  is  responsive 
to  the  legislative  mandate  to  prescribe 
regulations  “including  procedures  and 
criteria  for  the  issuance  and  scope  of 
orders  under  subsection  (b)  (2)  (O  ",  and 
the  first  section  of  this  subpart  deals  gen¬ 
erally  with  such  orders. 

§  1401.62  Legal  counsel. 

(a)  Counsel  required.  In  any  case  in 
which  the  person  responsible  for  main¬ 
taining  records  to  which  this  part  applies 
is  required  to  be  notified  of  an  applica¬ 
tion  for  an  order  under  this  subpart,  such 
person  shall  be  represented  by  legal  coun¬ 
sel  independent  of  counsel  for  the  ap¬ 
plicant,  unless,  in  a  case  to  which  para¬ 
graph  (b)  of  this  section  does  not  apply, 
the  court  makes  an  explicit  finding  that 
such  counsel  is  not  required  for  an  ade¬ 
quate  presentation  of  the  issues  to  the 
court. 

(b)  Government  agencies.  Any  appli¬ 
cation  brought  under  this  subpart  by  a 
law  enforcement  or  investigative  agency 
of  any  government  with  respect  to  rec¬ 
ords  maintained  by  an  agency  of  the 
same  government  shall  be  denied  unless 
the  court  makes  an  explicit  finding  that 
the  latter  agency  is  adequately  repre¬ 
sented  by  legal  counsel  independent  of 
counsel  for  the  applicant. 

(c)  Duty  of  court.  In  every  case 
brought  under  this  subpart,  it  shall  be 
the  duty  of  the  court  to  assure  that  rele¬ 
vant  testimony,  evidence,  and  arguments 
militating  against  disclosure  of  patient 
records  other  than  on  a  consensual  basis 
are  presented  to  the  court.  In  any  case  in 
which  the  Interests  of  the  patient  are 
not  adequately  represented  by  counsel 
and  in  which,  because  of  its  funding 
source,  lack  of  funds,  or  otherwise,  the 
treatment  program  may  be  reluctant  to 


make  a  vigorous  presentation  of  be 
matters  required  to  be  presented  to  be 
court  under  this  paragraph,  the  court 
shall  either  (1)  deny  the  application,  or 
(2)  if  funds  are  available  from  any 
source  for  this  purpose,  appoint  coun¬ 
sel  to  represent  the  interests  of  the 
patient. 

Comment 

Experience  has  demonstrated  that  the 
subject  matter  of  this  section  is  a  matter 
erf  crucial  importance.  The  leading  case 
construing  21  U.S.C.  1175,  People  v. 
Newman,  32  N.Y.  2d  379,  336  N.Y.S.  2d 
127,  298  N.E.  2d  651  (1973);  certiorari 
denied,  —  U.S.  — ,  94  S.  Ct.  927  (1974), 
would  never  have  been  presented  to  the 
courts  but  for  the  fact  that  legal  counsel 
for  Dr.  Newman  was  furnished  on  a  pro 
bono  publico  basis  by  a  private  law  firm. 

In  an  entirely  different  case,  a  United 
States  District  Court  appears  to  have 
Issued  a  wholly  inappropriate  order 
under  21  U.S.C.  1175  in  a  case  in  which 
the  treatment  program  Involved  was 
operated  by  an  agency  of  the  United 
States  Government,  and  either  was  un¬ 
represented,  or  was  represented  by  the 
same  attorney  who  represented  the 
agency  seeking  the  order.  It  is  possible, 
of  course,  that  the  order  would  have  been 
issued  in  any  event,  but  it  seems  clear 
that  there  was  no  adequate  presentation 
to  the  court  of  arguments  or  testimony 
in  opposition.  It  is  difficult  to  see  how  the 
purposes  of  subsection  (b)  (2)  (O  of  the 
authorizing  legislation  can  be  carried 
out  if  there  is  inadequate  presentation 
of  the  issues  to  the  courts  which  must 
decide  them. 

§  1401.63  Investigation  or  prosecution 
of  patients. 

(a)  Criteria.  A  court  may  authorize 
disclosure  of  records  pertaining  to  a  pa¬ 
tient  for  the  purpose  of  conducting  an 
investigation  of  or  a  prosecution  for  a 
crime  which  the  patient  is  alleged  to 
have  committed  only  if  the  court  finds 
that  all  of  the  following  criteria  are  met: 

(1)  There  is  sufficient  evidence  to  es¬ 
tablish  probable  cause  that  the  patient 
committed  the  crime. 

(2)  The  crime  Involved  kidnapping, 
homicide,  assault  with  a  deadly  weapon, 
rape,  or  other  acts  causing  or  directly 
threatening  loss  of  life  or  serious  bodily 
injury. 

(3)  There  is  a  reasonable  likelihood 
that  the  records  in  question  will  dis¬ 
close  material  information  or  evidence  of 
substantial  value  in  connection  with  the 
investigation  or  prosecution. 

(4)  There  is  no  other  practicable  way 
of  obtaining  the  information  or  evidence. 

(5)  The  actual  or  potential  injury  to 
physician-patient  relationship  in  the 
program  affected  and  in  other  programs 
similarly  situated,  and  the  actual  or 
potential  harm  to  the  ability  of  such 
programs  to  attract  and  retain  patients, 
is  outweighed  by  the  public  interest  in 
authorizing  the  disclosure  sought. 

(b)  Conditions .  Both  disclosure  and 
dissemination  of  any  information  from 
the  records  in  question  shall  be  limited 
under  the  terms  of  the  order  to  assure 
that  no  Information  will  be  unnecessarily 


disclosed  and  that  dissemination  will  be 
no  wider  than  necessary. 

(e)  Procedure.  (1)  Except  as  provided 
In  H  1401.64  and  1401.65,  the  person  re¬ 
sponsible  for  maintaining  the  records 
shall  be  notified  of  any  application  for 
an  order  under  this  section  and  afforded 
an  opportunity  to  appear  and  be  heard 
thereon. 

(2)  Unless  the  whereabouts  of  the  pa¬ 
tient  with  respect  to  whose  records  the 
order  is  sought  are  unknown,  the  patient 
shall  be  notified  of  any  application  for 
an  order  under  this  section  and  afforded 
an  opportunity  to  appear  And  be  heard 
thereon.  The  patient  shall  be  represented 
by  counsel  unless  the  court  makes  an 
express  finding  that  there  has  been  an 
Intelligent  waiver  of  counsel. 

Comment 

The  need  for  objective  criteria  for  the 
issuance  of  court  orders  in  connection 
with  investigation  or  prosecution  of  pa¬ 
tients  seems  particularly  pressing.  In 
the  absence  of  such  criteria,  the  assur¬ 
ance  of  confidentiality  otherwise  pro¬ 
vided  for  by  the  authorizing  legislation 
may  be  felt  to  be  of  little  value. 

The  criteria  set  forth  in  this  section 
should  be  designed  on  the  assumption 
that  the  research  privilege  now  conferred 
by  regulation  on  methadone  programs 
(see  S  1401.17  above,  and  21  CFR 
310.505(g) )  will  not  be  continued  indefi¬ 
nitely.  The  basis  for  this  assumption  is 
given  in  the  legislative  history  of  the 
authorizing  legislation  as  follows: 

It  Is  expected,  however,  that  the  entire 
regulatory  scheme  governing  the  confiden¬ 
tiality  of  drug  abuse  and  alcoholism  patient 
records  will  be  revised  In  the  light  of  the 
enactment  of  this  legislation.  Upon  the  pro¬ 
mulgation  of  regulations  pursuant  to  sec¬ 
tion  408  as  amended  by  this  legislation, 
consideration  should  be  given  to  the  ques¬ 
tion  whether  methadone  treatment  should 
continue  to  be  regarded  as  a  research  ac¬ 
tivity  for  the  purposes  of  section  303(a)  of 
the  Public  Health  Service  Act.  Prom  a  policy 
standpoint,  it  may  have  been  necessary  to 
make  use  of  that  authority  under  the  cir¬ 
cumstances  which  existed  at  the  time  It  was 
Invoked,  but  the  amendments  made  by  this 
legislation  to  section  408  may  lessen  the 
need  for  it  as  a  practical  matter  even  as  the 
passage  of  time  attenuates  the  legal  justifica¬ 
tion  for  Its  continued  use  in  this  particular 
context. 

(Congressional  Record,  May  6,  1974,  page 
H3563) 

The  content  of  this  proposed  section  of 
the  regulations  implementing  21  U.S.C. 
1175  as  amended  thus  becomes  of  critical 
importance  to  methadone  programs. 

§  1401.64  Investigation  or  prosecution 
of  programs. 

(a)  Criteria.  A  court  may  authorize 
disclosure  of  records  to  which  this  part 
applies  for  the  purposes  of  conducting 
an  investigation,  prosecution,  or  admin¬ 
istrative  proceeding  with  respect  to  the 
E>erson  or  organization  or  persons  in  his 
or  its  employ,  responsible  for  maintain¬ 
ing  such  records,  subject  to  the  condi¬ 
tions  set  forth  In  this  section. 

(b)  Conditions.  Both  disclosure  and 
dissemination  of  any  information  from 
the  records  In  question  shall  be  limited 
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under  the  terms  of  the  order  to  assure 
that  patient  identities  will  be  protected 
to  the  maximum  practicable  extent,  and 
that  names  and  other  identifying  char¬ 
acteristics  of  patients  are  expunged  from 
any  documents  placed  in  any  public  rec¬ 
ord.  No  information  obtained  pursuant 
to  an  order  under  this  section  may  be 
used  to  conduct  any  investigation  or 
prosecution  of  a  patient,  nor  be  used  as 
the  basis  for  an  application  for  an  order 
under  §  1401.63. 

(c)  Procedure.  An  order  under  this 
section  may  be  granted  upon  the  appli¬ 
cation  of  any  governmental  agency  hav¬ 
ing  direct  supervisory  or  regulatory  re¬ 
sponsibilities  with  respect  to  the  person 
responsible  for  maintaining  the  records, 
without  prior  notice  to  such  person,  but 
upon  its  implementation,  any  such  per¬ 
son  shall  be  given  an  immediate  oppor¬ 
tunity  to  request  the  revocation  or 
amendment  of  any  such  order. 

Comment 

The  purpose  of  this  section  is  to  en¬ 
able  a  regulatory  agency  whose  inspec¬ 
tion  has  disclosed  a  need  for  follow-up, 
or  which  has  been  refused  access  to  pa¬ 


tient  records,  to  obtain  the  necessary 
authorization  for  access  and  copying. 

§  144)1.65  Undercover  agents. 

(a)  Basis.  Where  there  is  reason  to 
believe  that  a  person  responsible  for 
maintaining  records  to  which  this  part 
applies  is  engaged  in  a  pattern  of  con¬ 
tinuing  serious  criminal  misconduct,  a 
court  may  grant  an  order  in  accordance 
with  this  section. 

(b)  Applicant.  An  order  under  this 
section  may  be  granted  upon  the  appli¬ 
cation  of  any  governmental  agency  hav¬ 
ing  responsibility  for  enforcement  or  in¬ 
vestigation  of  violations  of  the  law  or 
laws  which  the  pattern  of  criminal  mis¬ 
conduct  referred  to  in  paragraph  (a) 
of  this  section  is  alleged  to  violate. 

(c)  Content.  An  order  granted  pursu¬ 
ant  to  this  section  may  authorize  the  use 
by  the  applicant  of  an  undercover  agent, 
either  as  patient  or  as  an  employee,  of 
the  person  allegedly  engaged  in  such 
criminal  misconduct. 

(d)  Time  periods.  An  order  under  this 
section  may  not  authorize  the  use  of  an 
undercover  agent  for  an  initial  period 


exceeding  60  days.  At  any  time  prior  to 
the  expiration  of  such  60-day  period, 
the  applicant  may  apply  for  an  order 
extending  such  period  for  an  additional 
period  not  to  exceed  60  days,  but  in  no 
event  may  the  use  of  an  undercover 
agent  in  any  treatment  facility  be  au¬ 
thorized  for  more  than  180  days  in  any 
period  of  12  consecutive  months. 

(e)  Duty  of  agent.  Except  to  the  ex¬ 
tent  expressly  authorized  in  an  order 
under  this  section,  which  shall  be  limited 
to  disclosure  of  information  directly  re¬ 
lated  to  the  purpose  for  which  the  order 
is  granted,  an  undercover  agent  shall  for 
the  purposes  of  this  part  be  deemed  an 
agent  of  the  person  responsible  for  main¬ 
taining  the  records  of  the  program  within 
which  he  is  acting  as  an  undercover 
agent,  and  as  such  shall  be  subject  to 
all  of  the  prohibitions  of  this  part  ap¬ 
plicable  to  disclosures  of  any  informa¬ 
tion  which  he  may  acquire. 

Comment 

See  §  1401.08  above. 

[FR  Doc.74-19616  Filed  8-21-74;8:45  am] 
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